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co ncentrated  o range ju ice (21 CFR 

146.150), orange ju ice w ith preservative 
(21 CFR 146.152), co ncentrated  orange 

ju ice for m anufacturing (21 CFR 

146.153) and  co ncentrated  orange ju ice 
w ith preservative (21 CFR 146.154), to  
pro v ide for inclusio n o f ju ice from the 

hybrid  sp ecies d escribed  as 1/ 2 C. 
sinensis X  3/ 8 C. re ticula ta  X  1/ 8 C. 
pa ra d isi  (USDA  Se le c tio n :l-100-29: 

1972 W hitm o re Fo und atio n Farm) in the 
same m anner as the ju ice from oranges 
o f the sp ecies C. sinensis, i.e ., w itho ut 
lim its on the am o unt o f ju ice from the 
hybrid  that may be used  in the final 
prod uct.

III . E co n o m ic I m p a ct

FDA  has exam ined  the eco no m ic 
im p licatio ns o f this final rule to  amend 
certain stand ards o f id entity  fo r orange 
ju ice pro d ucts in 21 CFR part 146 
acco rd ing to  the stand ards in Executiv e 
Orders 12291 and  12612, and  by the 
Regulatory Flexib ility  A ct (Pub. L. 96— 
354, 5 U .S.C  601).

FDA  no ted  in the pro posed  rule that 
pro vid ing fo r the use o f the ju ice o f the 
A m bersw eet hybrid  in stand ard ized  
orange ju ice p ro d ucts in part 146 w o uld  
permit increased  variety  o f o range ju ice 
pro d ucts to  co nsum ers and w o uld  
provide increased  flexibility  in the 
m anufacture o f o range ju ice p ro d ucts to  
bo th large and  sm all entities. Thus, FDA  
tentatively  co nclud ed  that the 
regulatio n w o uld  have zero  co sts 
asso ciated  w ith it. FDA  has receiv ed  no  
new  info rm atio n o r co m m ents that 
w ould  alter the tentative find ing  that it 
set o ut in the pro posed  rule that: (1) 
There is no  substantive eco no m ic issue 
in this rulemaking, and  (2) this is no t a 
m ajo r rule.

Therefo re, the agency co nclud es that 
this final ru le is no t a m ajo r rule as 
d efined  by  Executiv e O rder 12291. In 
acco rd ance w ith the Regulatory 
Flexib ility  A ct (Pub. L. 96-354), FDA  
has also  d eterm ined  that this final rule 
w ill no t have a significant ad verse 
im p act o n a substantial num ber o f sm all 
businesses. Finally , because this 
regulatio n m o d ifies a food  stand ard , and 
food standards are given preem ptive 
effect und er sectio n 403A (a)(l) o f  the act 
(21 U.S.C. 343—1(a)(1)), FDA  find s that 
there is no  substantial fed eralism  issue 
w hich w o uld  require an analysis und er 
Executiv e O rd er 12612.

IV . E n v iro n m e n tal  I m p a ct

The agency has d eterm ined  und er 21 
CFR 25.24(b)(1) that this actio n is o f a 
type that d o es no t ind iv id ually  or 
cum ulatively  have a sig nificant effect on 
the human env iro nm ent. Therefo re, 
neither an enviro nm ental assessm ent

no r an enviro nm ental im pact statement 
is required .

List o f  Subjects in 21 CFR Part 146

Fo o d  grades and standards, Fruit 
juices.

Therefo re, und er the Fed eral Fo o d , 
Drug, and  Co sm etic A ct, and und er 
autho rity  d elegated  to  the Co m m issio ner 
o f Fo o d  and Drugs, 21 CFR part 146 is 
am ended  as fo llo w s.

P A R T  1 4 6 — C A N N E D  F R U I T  J U I C E S

1. The autho rity  citatio n fo r 21 CFR 
part 146 co ntinues to  read  as fo llow s:

A utho rity : Secs. 201, 401, 403 ,409 , 701, 
706 o f  the Fed eral Fo o d , Drug, and  Co sm etic 
A ct (21 U.S.C. 321, 341, 343, 348, 371, 376).

2. Sectio n 146.135 is am end ed  by 
rev ising paragraph (a) to  read as fo llo w s:

$ 1 4 6 ,1 3 5  O r a n g e  Ju i c e .

(a) Orange ju ice is the unferm ented  
ju ice o btained  from mature oranges o f 
the sp ecies C itru s s in en s is  o r o f the 
citrus hybrid  co m m o nly called  
“ A m bersw eet”  (1/ 2 C itru s s in en s is  X 3/
8  C itru s r e t ic u lata  X 1 / 8  C itru s p ar ad is i 
(USDA  Se le c tio n :l-100 -29 :1972 
W hitm o re Fo und atio n Farm )). Seed s 
(excep t em bryo nic seed s and sm all 
fragments o f seed s that canno t be 
separated  by Current good 
m anufacturing p ractice) and  excess pulp  
are removed . The ju ice may be chilled , 
but it is no t frozen.
*  *  *  *  *

3. Sectio n 146.140 is am ended  by 
rev ising the first sentence in paragraph
(a) to  read  as fo llo w s:

$  1 4 6 .1 4 0  P a s t e u r i z e d  o r a n g e  j u i c e .

(a) Pasteurized  orange ju ice is the 
food  prepared from un fermented ju ice 
o btained  from m ature o ranges as 
sp ecified  in § 146.135, to  w hich may be 
ad ded  no t more that 10 p ercent by  
vo lum e o f the unferm ented  ju ice 
o btained  from m ature oranges o f the 
sp ecies C itru s r e t ic u lata  o r C itru s 
r e t ic u lata  hybrid s (excep t that this 
lim itatio n shall no t app ly  to  the hybrid  
sp ecies d escribed  in $ 146.135). * * * 
* * * * *

4. Sectio n 146.141 is am ended  by 
rev ising the first sentence in paragraph
(a) to  read as fo llo w s:

$  1 4 6 .1 4 1  C a n n e d  o r a n g e  j u i c e .

(a) Canned orange ju ice is the food  
prepared  from orange ju ice as specified  
in § 146.135 o r frozen orange ju ice as 
sp ecified  in § 146.137, o r a co m binatio n 
o f bo th, to  w hich may be ad d ed  no t 
m ore than 10 p ercent by  vo lum e o f the 
unferm ented  ju ice o btained  from mature 
o ranges o f the sp ecies C itru s r e t ic u lata  
o r C itru s r e t ic u lata  hybrid s (excep t that

this lim itatio n shall no t app ly  to  the
hybrid  sp ecies d escribed  in § 146.135).
*  *  *

*  *  *  *  *

5. Sectio n 146.146 is am ended  by 
rev ising the first tw o  sentences in 
paragraph (a) to  read  as fo llow s:

$  1 4 6 .1 4 6  F r o z e n  c o n c e n t r a t e d  o r a n g e  

j u i c e .

(a) Fro zen co ncentrated  orange ju ice 
is the food prepared  by  remo ving w ater 
from the ju ice o f m ature oranges as 
pro vid ed  in § 146.135, to  w hich may be 
add ed  unferm ented  ju ice o btained  from 
m ature o ranges o f the sp ecies C itru s 
r e t ic u lata , o ther C itru s r e t ic u lata  
hybrid s, o r o f C itru s au ran tiu m , or bo th. 
How ever, in the unco ncentrated  blend , 
the vo lum e o f ju ice from C itru s 
r e t ic u lata  o r C itru s r e t ic u lata  hybrid s 
shall no t exceed  10 percent (excep t that 
this lim itatio n shall no t app ly  to  the 
hybrid  sp ecies d escribed  in § 146.135) 
and from C itru s au ran tiu m  shall no t 
exceed  5 p ercent * * *
*  *  *  *  *

6. Sectio n 146,151 is am ended  by 
rev ising the seco nd  sentence in 
paragraph (a) to  read  as fo llo w s:

$  1 4 6 .1 5 1  O r a n g e  j u i c e  f o r  m a n u f a c t u r i n g .

(a) * * * It is prepared  from 
unferm ented  ju ice o btained  from 
oranges as pro v id ed  in § 146.135, excep t 
that the o ranges may d ev iate from the 
stand ard s fo r m aturity  in that they  are 
belo w  the m inim um  for Brix and  Brix- 
acid  ratio  fo r such oranges, and  to 
w hich ju ice m ay be ad ded  no t m ore 
than 10 percent by  vo lum e o f the 
unferm ented  ju ice o btained  from 
oranges o f  the sp ecies C itru s r e t ic u lata  
o r C itru s r e t ic u lata  hybrid s (excep t that 
this lim itatio n shall no t app ly  to  the
hybrid  sp ecies d escribed  in § 146.135).
*  *  *

*  *  *  *  *

Dated: Novem ber 1,1992.

Michael R. Taylor,

D epu ty  C om m iss io n er  fo r  P o lic y .

[FR Doc. 92-29519 Filed  1 2 -4 -92 ; 8:45 am] 
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D E P A R TM E N T  O F  T H E  TR E A S U R Y  

I n t e rn a l  R e v e n u e  S e n d e e

2 6  C F R  P a r t  1 

[ T . D .  8 4 5 1 ]

R I N  1 5 4 5 -A R 0 3

E m p l o y e e  B u s i n e s s  E x p e n s e s —  

R e p o r t i n g  a n d  W i t h h o l d i n g  o n  

E m p l o y e e  B u s i n e s s  E x p e n s e  

R e i m b u r s e m e n t s  e n d  A l l o w a n c e s

A G E N C Y : Internal Rev enue Serv ice, 
Treasury.

A C TI O N : Tem po rary and  final 
regulatio ns.

S U M M A R Y : This d o cum ent co ntains final 

regulatio ns relating to  the taxatio n o f 

and reporting and  w ithho ld ing on 

em plo yee business expense 
reim bursem ents and o ther exp ense 

allo w ance arrangem ents. The 

regulatio ns affect >employees w ho 
receive paym ents and  payo rs w ho  m ake 

payments und er reim bursem ent o r o ther 

expense allo w ance arrangements. The 

guid ance is the same as that set fo rth in 

tem po rary reg ulatio ns p ublished  in 

1989 and  1990.

E F F E C TI V E  D A T E : D e c e m b e r 7 *  1 9 9 2 .

F O R  F U R TH E R  I N F O R M A TI O N  C O N TA C T :  

M arianna Dyso n, at (202) 622—4606 (no t 
a to ll-free number).

S U P P L E M E N TA R Y  I N F O R M A TI O N : 

B ack g ro u n d

Tem po rary regulatio ns (TD 8189) 
und er § 1 .6 2 -1 T  w ere first p ublished  in 
the Fed eral Reg ister on M arch 28 ,1988  
(53 FR 9873). A  cro ss-reference no tice  o f  
pro posed rulem aking  (LR -97-96) w as 
published  in the Fed eral Reg ister o n the 
same day. Paragraphs (c) and  (f) o f 
sectio n 1 .6 2 - lT  o f these temporary 
regulatio ns w ere am end ed  fry temporary 
regulatio ns (TD 8276) p ublished  in  the 
Fed eral Reg ister o n Decem ber 12,1989 
(54 FR 51024). Paragraph (c) o f sectio n 
1.62-1T  w as subsequently  am end ed  by 
tem po rary regulatio ns (TD 8324) 
published  in the Fed eral Reg ister on 
Decem ber 17 ,1990 (55 FR 51688). 
Cro ss-reference no tices o f pro posed  
rulemaking (EE-8-89) w ere also  
published . Tem p o rary  regulatio ns (TD 
8004) und er § 1.162-25T  w ere first 
published  in the Fed eral Reg ister on 
January 7 ,1985 (50 FR 747). A  cro ss- 
reference no tice o f pro po sed  rulem aking 
(LR -216-84) w as published  in the 
Fed eral Reg ister o n the sam e day. 
Sectio n 1.162-25T(b ) o f these tem po rary 
regulatio ns w ere am end ed  by tem po rary 
regulatio ns (TD 8276) published  in the 
Fed eral Reg ister o n Decem ber 12,1989 
(54 FR 51026). A  cro ss-reference no tice

o f pro posed rulemaking (EE-8-89) w as 
also  published . Tem po rary regulatio ns 
(TD 8061) und er § 1.274-5T  w ere first 
published  in the Fed eral Reg ister o n 
N ovember 6, 3985 (50 FR 46006).
Sectio n 1.274-5T(g ) o f these tem po rary 
regulatio ns w as amended  by tem po rary 
regulatio ns (TD 8276) published  in  the 
Fed eral Reg ister o n D ecem ber 12,1989 
(54 FR 51024). A  cro ss-reference no tice 
o f pro posed  rulem aking (EE-8-89) w as 
also  published . W ritten co m m ents w ere 
receiv ed  fro m  the p ublic  on the 
pro posed  regulatio ns.

Und er sectio n 7805(d ) o fth e  Internal 
Revenue Co d e, any temporary 
regulatio n issued  after N o vember 20, 
1988, exp ires w ithin 3 years after d ie 
date o f its issuance. This Treasury  
d ecisio n ad o p ts in final form po rtio ns erf 
the temporary regulatio ns that w ould  
o therw ise exp ire w ithin three y ears after 
the d ate o f their issuance and  rev ises 
cro ss references to  these po rtio ns.

Sp ecial A nalyses

It has been d eterm ined  that these 
rules are no t m ajo r ru ies as d efined  in 
Executiv e Order 12291, Therefo re, a 
Regulatory Im pact A nalysis is  no t 
required . It has also  -been d eterm ined  
that sectio n 553(b) o f th e  A d m inistrativ e 
Pro ced ure A ct (S U.S.C. chap ter S) and  
the Regulatory Flexib ility  A ct (5 U.S.C. 
chapter 6) do  no t app ly  to  these 
regulatio ns, and, therefo re, a final 
Regulatory Flexib ility  A nalysis is no t 
required . Pursuant to  sectio n 7805(f) o f  
the Internal Revenue Ced e, these 
regulatio ns w ere subm itted  Jto the Chief 
Co unsel for A d vo cacy o f the Sm all 
Business A d m inistratio n fo r co m m ent 
o n their im p act o n sm all business.

Drafting Info rm atio n

The p rincip al autho r o f these 
regulatio ns is  M arianna D yso n, O ffice o f 
the A sso ciate Chief Co unsel (Em p lo yee 
Benefits and  Exem p t O rganizatio ns), 
Internal Rev enue Serv ice. Ho w ever, 
p erso nnel from  o ther o ffices o f the 
Serv ice and Treasury Department 
particip ated  in  their d ev elo pm ent.

List o f  Sub jects in  26 C FR 1.61-1 
Thro ugh 1.280H -1T

Bo nd s, Inco m e taxes. Rep o rting and  
reco rd keep ing requirem ents.

A d o ptio n o f  the A m end m ents to  the 
Reg ulatio ns

A cco rd ing ly , 26 CFR p ari 1 is 
am ended  as fallo w s:

P A R T I — I N C O M E  T A X ;  T A X A B L E  

Y E A R S  B E G I N N I N G  A F T E R  

D E C E M B E R S ! ,  1 6 5 3

Parag rap h 1 . Th e autho rity  Citation 
fo r p ari 1 co ntinues to  read  in pari as 
fo llo w s:

Authority: .26 U.S.C. 7805 * * *

Par. 2. Sectio n 3 .62 -1  is ad d ed  to  read  
as fo llo w s:

f  1.62-1 A djusted gro ss Income.

(a) [Reserved]
(b) [Reserved]
(c) D edu c t io n  a llo w ab le  in  c om pu tin g  

ad ju s t ed  g ro s s  in c om e . The d ed uctio ns 
sp ecified  in sectio n 62(a) fo r purpo ses d f 
co m puting  ad justed  gross inco m e are—

(1) D ed uctio ns set fo rth in  § 1 .62 -  
lT (c ) ;an d

(2) D ed uctio ns allo w able und er p ari 
VI, subchap ter B,-chap ter 1 o f the 
Internal Rev enue Cod e, (sectio n is la n d  
fo llo w ing) that co nsist o f  exp enses paid  
o r incurred  by  the  taxpayer in 
co nnectio n w ith the perfo rm ance o f 
serv ices as an em p lo yee und er a 
reim bursem ent o r o ther expense 
allo w ance arrangement (as «defined in
§ 1.62-2) vrilh his o r her em p lo yer. Fo r 
the ru les pertaining to  exp enses peed o r 
incurred  in taxable years beginning 
befo re January 1« 1989, see § 1.62—IT  
(c)(2) and  (!) fas co ntained  in 26 CFR 
pari 1 (§§ 1.61 to  1.169) rev ised  A p ril 1, 
1992).

(d) thro ugh (h) [Reserved]
[ i) JE ffe c t iv e  d a t e . Paragraph (c) o f this

sectio n is effectiv e fo r taxable y ears 
beginning o n o r after January  1 ,1989 .

Par. 3. Sectio n 1 .62-1T  is am end ed  as 
fo llo w s:

1. Paragraphs (c)(2) and  (f) are 
remo ved  and reserved .

2. In paragraph (e)(1), the 
p arenthetical “ (as d efined  m  paragraph 
(f) o f  tins sectio n )" in the seco nd  
sentence is rem oved.

Par. 4. Sectio n 1 .62-2  is  am end ed  as 
fo llo w s:

1. In the first sentence o f paragraph 
(c)(1), thereference “ § § 3.62—IT  and 
1-62-2*’ is rem o ved  and  “ § §  1.62-1, 
1 .6 2 - lT , and  1 .62-2*’ is add ed  in its 
p lace.

2. In the third  sentence o f paragraph 
(c)(5), the reference “ § 1.274-5T  or 
1 .162-17”  is  rem o ved  and “ § §  1.274-5T  
and 1.274(d )—1 o r $ 1 .162-17”  i s  added 
in its p lace.

3. In paragraph (d )(3)(ii), the reference 
” § 1.274-5T(g )”  is rem o v ed  and
” § 1 .274(d ) - l”  is ad ded  in its p lace.

4. In the sixth and  eighth sentences o f  
paragraph (e)(2), the reference “ § 1 .274-  
5T(g )”  is rem o v ed  and  “ •§ 1 .274(d ) - l”  is 
ad ded  in its p lace.

5. In paragraph (h)(2)(i)(B)( J) , the 
reference “ § 1.274—5T(g) o r (j)”  i s .
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removed and  ” § 1 .274(d )-l o r § 1 .274-  
5T(j)”  is add ed  in its p lace.

Par. 5. Sectio n 1.132—5 is amended  as 
fo llow s:

1. In the last sentence o f  paragraph

(b)(l)(iv ), the reference “ § 1.162-25T ”  is 

remo ved  and ” §§ 1.162-25 and  1.162-  
25T”  is added in its p lace.

Par. 6. Sectio n 1.162—25 is ad d ed  to 
read as fo llo w s:

$  1 .1 6 2 -2 5  D e d u c t io n s  w it h  re s p e c t  to  
n o n c a s h  f rin g e  b e n e f it s .

(a) (Reserved]

(b) Employe e . If  an em plo yer pro vid es 

the use o f  a v ehicle (as d efined  in

§ 1.61—21(e)(2)) to  an em plo yee as a 

no ncash fringe benefit and  includ es the 
entire v alue o f the benefit in the 

em plo yee’s gro ss inco m e w itho ut taking 
into  acco unt any exclusio n for a 

w orking co nd itio n fringe allo w able 
under sectio n 132 and the regulatio ns 
thereund er, the em p lo yee may d ed uct 

that value m ultip lied  by  the percentage 
o f the to tal use o f the v ehicle that is in 

co nnectio n w ith the em plo yer’s trad e or 

business (business value). Fo r taxable 

years beginning befo re January 1 ,1990, 

the em p lo yee may d ed uct the business 

value from gro ss inco m e in d eterm ining 

adjusted  gro ss inco m e. Fo r taxable years 
beginning on o r after January 1,1990, 

the em plo yee may d ed uct the business 

value o nly  as a m iscellaneo us item ized  
d ed uctio n in d eterm ining  taxable 

inco m e, subject to  the 2-perc8nt flo o r 
pro vided  in sectio n 67. If the emplo yer 

d eterm ines the value o f the no ncash 
fringe benefit und er a sp ecial 

acco unting  rule that allo w s the 

em plo yer to  treat the value o f benefits 

pro vided  d uring the last tw o  m o nths o f 
the calend ar year or any sho rter perio d  

as paid  d uring the subsequent calend ar 

year, then the em plo yee must d eterm ine 

the d ed uctio n allo w able und er this 

paragraph (b) w itho ut regard to  any use 

o f the benefit d uring tho se last tw o 

m onths or any sho rter perio d . The 

em plo yee may no t use a cent-per-m ile 

valuatio n m etho d  to  d eterm ine the 

d ed uctio n allo w able und er this 
paragraph (b).

Par. 7. Sectio n 1.162—25T is amended  
by removing and  reserving paragraph
(b).

Par. 8. Sectio n 1.274(d )-l is ad d ed  to 
read as fo llo w s:

§ 1 * 2 7 4 ( d ) -1  S u b s t a n t i a t i o n  raq uir e m a n  t s .

(a) Substa nt ia t ion b y re imbursement  
a rrangements o r  pe r  d iem , mileage , a nd  

othe r tra ve ling a llowances— (1) In  

genera l. The C o m m issio ner may, in his 

d iscretio n, prescribe ru les in 

pro no uncem ents o f general ap p licability  
under w hich allo w ances fo r exp enses 

d escribed  in paragraph (a)(2) o f this

sectio n w ill, i f  in acco rd ance w ith 

reaso nable business practice, be 

regarded as equivalent to  substantiatio n 

by ad equate reco rd s o r o ther sufficient 

ev id ence for purposes o f §  1.274-5T(c ) 
o f the am ount o f  such expenses and  as 
satisfying, w ith resp ect to  the am o unt o f  

such exp enses, the requirem ents o f  an 
ad equate acco unting  to  the em plo yer fo r 
purposes o f  § 1.274-5T(f)(4). If the to tal 

allo w ance receiv ed  exceed s the 

d ed uctible expenses paid  o r incurred  by 
the em plo yee, such excess m ust be 

repo rted  as inco m e on the em p lo yee’s 

return. See § 1.274-5T(j)  relating to  the 

substantiatio n o f  m eal expenso s w hile 
traveling aw ay from home.

(2) Allowa nce s f o r  expenses 

d e s c r ib e d .  A n allo w ance for expenses is 

d escribed  in this paragraph (a)(2) if  it is 
a—

(i) Reim bursem ent arrangement 
covering o rd inary and necessary 
expenses o f traveling aw ay from hom e 
(exclusive o f transpo rtatio n expenses to 
and from d estinatio n);

(ii) Per d iem allo w ance pro v id ing fo r 
o rd inary and necessary exp enses o f 
traveling aw ay from ho m e (exclusiv e o f 
transpo rtatio n co sts to  and from 
d estinatio n); or

(iii) M ileage allo w ance pro vid ing for 
o rd inary and necessary  exp enses o f 
lo cal travel and  transpo rtatio n w hile 
traveling aw ay from hom e.

(3) Lim ita t ion . A  m ileage allo w ance 
d escribed  in paragraph (a)(2)(iii) o f  this 
sectio n is available o nly  to  the o w ner o f 
a v ehicle.

(b) (Reserved ]

Par. 9. Sectio n 1.274—5T is amended  
as fo llo w s:

1. In paragraph (e)(l)(ii), the reference 
” § 1.61-2T(e)(2)”  is remo ved  and
"§  1.61—21(e)(2)”  is added in its p lace 
and the reference "§  1.162-25T " is 
removed and ” § § 1.162-25 and 1.162-  
25T”  is ad d ed  in its p lace.

2. Paragraph (g) is rev ised .
3. In paragraph (1), the reference to

” § 1.61-2T(d )(l)(ii) and  § 1.61-2T(e)(2)”  
is removed  and  ” § 1.61-21(d )(l)(ii) and  
§ 1.61-21 (e)(2)”  is add ed  in its p lace.

4. In paragraph (m), the reference 
” § 1.132—5T(h)”  is removed  and
“ § 1.132—5(h)”  is  added in its p lace.

5. In paragraph (m), the reference 
” §  1.162—25T(b)”  is remo ved  and
” § 1.162-25(b )”  is added in its p lace.

6. The rev isio n to  paragraph (g) read s 
as fo llo w s:

§  1 -2 7 4 -5 T S u b s t a n t ia t io n  re q u i re m e n t s  

( t e m p o r a r y ) .

*  *  . *  *  *

(g) Substantiatio n by reim bursem ent 
arrangements or per d iem , m ileage, and

o ther traveling allo w ances. Fo r 
guid ance, see § 1.274(d )- l. 
* * * * *

S h irley  D . Peterso n ,

C om m iss io n er  o f  In t ern al R ev en u e.

Approved: December 1,1992.
Fred  T . G old berg, Jr.,

A ssis tan t  S e c r e tar y  o f  t h e  T reasu ry .

[FR Doc. 92-29700 Filed 12-4-02; 6:45 amj
BiLUNO CODE 4S30-01-M

D E P A R T M E N T  O F  J U S T I C E
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[O rd e r  N o . 1 6 3 5 -9 2 ]

E x e c u t i v e  O f f i c e  f o r  I m m i g r a t i o n  

R e v i e w ; R u l e s  o f  P r a c t i c e  e n d  

P r o c e d u r e  f o r  A d m i n i s t r a t i v e  H e a r i n g s  

B e f o r e  A d m i n i s t r a t i v e  L a w  Ju d g e s  i n  

C a s e s  I n v o l v i n g  A l l e g a t i o n s  o f  

U n l a w f u l  E m p l o y m e n t  o f  A l i e n s  a n d  

U n f a i r  I m m i g r a t i o n -R e l a t e d  

E m p l o y m e n t  P r a c t i c e s

A G E N C Y : Department o f Justice.
A C TI O N : Final rule.

S U M M A R Y : This final rule sets forth 
am end m ents to  ru les o f p ractice and  
pro ced ure for ad m inistrative hearings. 
These am end m ents are necessary  to 
bring the practices and  pro ced ures 
established  into  co nfo rm ity  w ith the 
pro v isio ns o f the Im migration A ct o f
1990.

E F F E C TI V E  D A TE : This final rule is 
effectiv e Decem ber 7,1992.
F O R  F U R TH E R  I N F O R M A TI O N  C O N TA C T :  

Gerald S. Hurw itz, Co unsel to  the 
Directo r, Executiv e O ffice for 
Immigratio n Review , su ite 2400, 5107 
Leesburg Pike, Falls Church, Virginia 
22041, (703) 305-0470.

S U P P L E M E N TA R Y  I N F O R M A TI O N : Sectio ns 
274A , 274B, and  274C  o f the INA 
require that hearings be held  befo re 
A d m inistrativ e Law  Jud ges in cases 
inv o lv ing allegatio ns of:

(1) The unlaw ful hiring, o r recruiting 
or referring fo r a fee, for em plo ym ent in 
the United  States, o f aliens w hen the 
hiring perso n or entity  know s that the 
aliens are unautho rized  to  w o rk in the 
United  States; o r o f any ind iv id ual 
w hen the hiring perso n o r entity  fails to  
co m ply w ith the em p lo ym ent elig ib ility  
v erificatio n requirem ents (8 U.S.C. 
1324a(a)(l));

(2) The co ntinued  em p lo ym ent o f 
aliens in the United  States w hen the 
hiring  perso n o r entity  know s that the 
aliens are or have beco m e unautho rized  
for such em plo ym ent (8 U.S.C. 
1324a(a)(2));

(3) The unlaw ful im po sitio n, in the 
hiring, recruiting, o r referring for
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em plo ym ent o f any ind iv id ual, o f any 

requirem ent that the ind iv id ual post 
bo nd  or security , pay o r agree to  pay any 
amo unt, o r o therw ise guarantee or 
ind em nify  against any po tential liability  

und er 8 U.S.C. 1324a, for unlaw ful 
hiring, recruiting o r referring o f such 

ind iv id ual (8 U .S.C  1324a(g});
(4) Unfair im m igratio n-related  

em plo ym ent practices (8 U.S.C  1324b); 
and

(5) Kno w ing participatio n by any 
person o r entity  in activ ities inv o lv ing 

fraudulent creatio n o r use o f d o cum ents 
for the purposes o f satisfying, or 
co m plying w ith, a requirem ent o f the 

INA (8 U.S.C 1324c).
On N ovember 24 ,1987, the 

Department o f Justice published  an 
interim  final rule establishing 

ad m inistrative p ractices and pro ced ures 
to  im plem ent sectio n 274A  and 274B o f 

the INA. 52 FR 44972 (Nov. 24,1987). 

A fter receiv ing co m m ents, the 
Department published  the final rule on 
N ovember 24,1989. 54 FR 48593 (Nov. 

24,1989) . That rule governed all cases 

pro perly brought befo re an 
A d m inistrativ e Law  Judge that co m ply  
w ith the requirem ents o f the INA. Then, 
on N ovember 28,1990, Congress 
enacted  the Imm igratio n A ct o f 1990, 

w hich am ended  sectio n 274A  and 274B 
o f the INA , and  added sectio n 274C. 
These am end m ents necessitated  certain 

rev isio ns to  the p ractices and 

pro ced ures established  by Part 68, 
w hich w ere set forth in the interim  rule 

w ith request for co m m ents, published  

O cto ber 3 ,1991. 56 FR 50049. The 

co m m ent perio d  end ed  on N ovember 4.

1991. A  to tal o f tw enty -six sp ecific  

co m m ents w ere receiv ed  and 
co nsid ered  in preparing this final rule. 

Changes w ere mad e in the final rule 
based  upo n co nsid eratio n o f the 

co m m ents received  and  exp erience 
gained  by the O ffice o f the Chief 

A d m inistrative Hearing O fficer 
(OCAHQ) in im p lem enting the hearing 

pro ced ures. W hat fo llo w s is a sectio n- 

by-sectio n analysis o f the final rev isio ns 

to  the intérim  rule and  a d iscussio n o f 

the co m m ents co ncerning the sectio ns 

to  w hich they app ly . '
Sectio n 68.2 aad ed  a new  subsectio n 

(i) w hich d efines “ entry ”  o f an o rd er for 

the purposes o f d eterm ining w hen the 

sixty  (60) day tim e period  begins for 

appeal to  a fed eral circu it co urt o f 
appeals und er sectio n 274B(i)(l) o f the 

INA. The Tenth Circuit, in Mesa  

Air l ine s  v. Un ite d  Sta tes, 951 F.2d  1186 

(10th Cir. 1991), interp reted  the w ord 

“ entry”  to m ean the date the 
A d m inistrativ e Law  Judge signed  and 

dated  the order. A cco rd ing ly , the rule 

has ado pted this d efinitio n. Likew ise, 

subsectio n (k) o f § 68.2 d efines "issu ed ”

in the sam e m anner for cases arising 

und er sectio ns 274A  and 274C o f the 

INA.
Sectio n 68.2 added a new  subsectio n 

(n) w hich d efines “ o rd inary m ail." This 

w as the result o f o ne co m m enter’s 

suggestion that § 68.8(c)(2) be amended  
to  sp ecify  that the reference to  "m ail”  in 

that sectio n is a reference to “ o rd inary 
m ail”  (see d iscussio n o f § 68.8 belo w .)

A number o f co m m enters suggested 
that § 68.2(t)(2) (formerly § 68.2(r)(2)) 
w as m islead ing in that it d id  not 
includ e the entire statuto ry d efinitio n o f 

intim id atio n o r retaliatio n und er sectio n 
274B o f the INA. A fter co nsid eratio n o f 

these co m m ents, the OCA IIO 
d eterm ined  that the sco p e o f § 68.2(t)(2) 

w as sufficiently  clear in its present 

form.
The reference to “ sectio n 274B(a)(5) 

o f the INA ”  in § 68,2(t)(2) clearly  

ind icates that it is also  an unfair 
im m igratio n-related  emplo ym ent 

practice to intim id ate, threaten, co erce 
or retaliate against any ind iv id ual for 

the purposes for interfering w ith any 
right or priv ilege secured  und er sectio n 

274B o f the INA or because the 
ind iv id ual intend s to file or has filed  a 
charge o r a co m plaint, testified , assisted , 

or participated  in any m anner in an 
inv estigatio n, pro ceed ing o r hearing 
und er sectio n 274B o f the INA.

Sectio n 68.3 w as reorganized  to 

includ e the ad d itio n o f a new  
subsectio n (c) w hich allo w s the C hief 

A dm inistrative Hearing O fficer or the 

A d m inistrative Law  Judge to  d irect a 

party to execute serv ice in 
circum stances w here there is d ifficulty  

w ith perfecting serv ice.
Sectio n 68.8(c)(2) w as am ended  to 

clarify  that ad d itio nal tim e is av ailable 

for a response to a p lead ing, no tice or 

o ther d o cum ent w hen such d o cum ents 

are received  by a party through 
“ o rd inary”  m ail o nly . This change w as 

made as a result o f a suggestion by one 

co m m enter that the subsectio n make 

clear that the ad d itio nal tim e w ould  not 

be granted for d o cum ents receiv ed  by 

overnight m ail, facsim iles, registered  

m ail, certified  m ail o r any o ther m eans 
o f exped ited  serv ice. The subsectio n 

w as also  am ended  to  no te that the 

formula for ad d itio nal resp o nse tim e is 
inap p licable if  the Chief A d m inistrative 

Hearing O fficer o r the A d m inistrativ e 

Law  Judge sp ecifies a co m p liance date, 
o ther than the date prescribed  by the 

rule.
Sectio n 68.25(b) w as am ended  to 

require that w hen a no n-party is 

subpo enaed , no tice o f the subpo ena 
must be given by the requesto r to  all 

parties. In an investigatio n und er 

sectio n 274B o f the INA , w here a 
co m plaint has not been filed , the no tice

m ust be given to  the charging party, the 

party w ho  is charged  w ith an unfair 

im m igratio n-related  em plo ym ent 
p ractice, and  the O ffice o f Sp ecial 

Co unsel. This am end m ent is the result 

o f o ne co m m enter’s suggestion that the 
p rincip al targets o f an investigatio n 

sho uld  have no tice o f a subpoena that 
is receiv ed  by ano ther perso n or entity .

A  new  subsectio n (d) o f § 68.25 w as 
ad ded, w hich gives a party stand ing to 
challeng e a subpo ena issued  to  a non- 
party if  the party can claim  a perso nal 
right o r priv ilege in the d isco very 

so ught. This am end m ent is also  in 
resp o nse to  a co m m enter’s suggestion to 

make clear that parties have stand ing to 
challeng e a subpo ena issued  to a non- 

party.
A num ber o f co m m enters co ntend ed  

that § 68.25 sho uld  be rev ised  to require 

that a request for a subpoena be in 
w riting, in o rd er to  pro vid e a pro ced ural 
safeguard against abuse o f the subpo ena 

pro cess. This suggestion w as rejected  as 
the rule pro vid es a m echanism  to 

prevent abuse, i.e ., the petitio n to 
revo ke or m o dify  the subpo ena. The 
same co m m enters also  requested  that 
§ 68.25 be am ended  to allo w  30 days for 
filing a petitio n to  revo ke or m o d ify a 
subpo ena, rather than the ten (10) days 

currently  pro vid ed  for in the rule. This 
suggestio n w as rejected  because the 
current ten (10) day lim it exped ites the 
pro ceed ing and exp erience has show n 

that the ten (10) day lim it has not been 
an undue burden on the recip ient. 

M o reo ver, if  the circum stances o f a 
p articular case ind icate that ad d itio nal 

tim e w ould  be justified  o r appropriate.
§ 68.25(c) g ives the A d m inistrativ e Law  

Judge the d iscretio n to  set another 

d ead line.
O ne co m m enter suggested  that § 68.25 

be rev ised  to  require that the subpo ena 
form no tify  the recip ient o f the tim e 

lim it and pro ced ures inv o lved  for filing 

a petitio n to revoke or m o dify  the 

subpo ena. This pro posed  change to the 

rule w as d eem ed unnecessary  since new  

subpo ena forms to be issued  by  OCAHO 

w ill no tify  the recip ient o f the tim e lim it 

and pro cedure for filing a petitio n to 

revoke or mod ify.
Sectio n 68.26 w as am ended  to allo w  

the Chief A d m inistrativ e Hearing 

O fficer to  reassign a case already 

assigned to an A d m inistrativ e Law  
Judge for ad m inistrative purpo ses.

W ith respect to  § 68.33, a number o f 

co m m enters exp ressed  co ncern that 
allo w ing  the request for a hearing to  

co nstitute a no tice o f appearance w ould  

require an atto rney to  co ntinue 
representatio n o f the respo nd ent. 

Clearly , an atto rney is free to no tify  the 
Chief A d m inistrativ e Hearing O ffice 

and/ or the A d m inistrativ e Law  Judge
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that, no tw ithstand ing a request fo r a 

hearing, the atto rney is w ithd raw ing 

from the case. A d d itio nally , in respo nse 

to  ano ther co m m ent, it is no ted  that an 
entry o f ap pearance befo re an 

A d m inistrative Law  Jud ge pursuant to  
sectio ns 274A , 274B, and 274C  o f the 

INA co nstitutes an entry o f  appearance 
befo re this agency o nly , and  no t fo r 
o ther pro ceed ings befo re the 

Imm igration and  N aturalizatio n Serv ice 

or the Executiv e O ffice fo r Im m igration 
Review .

Sectio n 68.37(b)(2)(ii) w as amended  
to  clarify  that the A d m inistrative Law  

Judge has d iscretio n to  m o d ify  the tim e 

period  w ithin w hich a party  may sho w  

good cause fo r failure to  appear at a 

hearing or face p o ssible d ism issal o f  a 

co m plaint o r a request fo r hearing  o n 

grounds o f abando nm ent. Tire current 

sp ecificatio n o f ten (10) d ays in w hich 

to sho w  good cause fo r failure to  appear 

is no t intend ed  as a jurisd ictio nal tim e 
lim it. This change is the result o f 

co m m ents expressing co ncern that the 
current ten (10) days fo r co m p liance is 
insufficient.

Sectio n 68.52(a) w as rev ised  to  allo w  

the A d m inistrative Law  Jud ge to  require 
the parties to  file po st-hearing briefs o r 

supplem entary d ocum ents. The 

prev io us versio n appeared  to  allo w  the 
parties to tal d iscretio n even w hen an 

A d m inistrative Law  Judge requests such 
filings.

Sectio n 68.52(c )(l)(v ) w as am ended  to 

require an A d m inistrative Law  Jud ge’s 
order to  im p o se a c iv il penalty  in the 
case o f a v io latio n und er sectio n 

274A (g )(l) o f  the  INA , the pro hibitio n 
against ind em nity  bo nd s. O ne 

co m m enter no ted  that the rule 

co ntained  perm issive language ("m ay ” ), 

w hich co ntravened  the statute w hich 

co ntains m andato ry language ("shall” ). 
The rule has been rev ised  to  m irro r the 

statuto ry language at sectio n 274A (g )(l) 
o f the INA,

Sectio n 68.52{c)(2)(i)(K) has been 

rev ised to  includ e ad d itio nal rem ed ies 
for unfair im m igratio n-related  

em plo ym ent p ractice cases in w hich an 

em plo yer requests m o re o r ad d itio nal 
d o cum ents than are required  und er 

sectio n 274A (b) o f the INA o r refuses to 

ho no r d o cum ents that reaso nably 

appear to  be genuine. See sectio n 

274B(a)(6) o f the INA. A  num ber o f 

co m m enters no ted  that the ru le, in 

ad d itio n to  im po sing statuto ry c iv il 

penalties, sho uld  also  pro v id e fo r the 

im po sitio n o f  rehiring and  back pay 

liability  for such d o cum entatio n abuses. 

Thus, 68,52(c)(2)(i)(K) no w  clearly  

ind icates that the rem ed ies set out in 
sectio n 274B(g )(2)(B)(i), (ii). (iii),

(iv)(IV), (v), (v i), (v ii) and  (v iii) all app ly

to  d o cum ent abuse cases und er sectio n 

274B(a}(6) o f  the INA.
So m e co m m enters stated  that the 

supplem entary info rm atio n regarding 
§ 68.52(c)(4) w as am biguous in that the 
rule d id  no t reflect that m o tio ns to 

amend an A d m inistrative Law  Jud ge’s 
d ecisio n and  o rd er in cases arising 

und er sectio n 274A  o r 274C  o f the INA 
on substantive issues are permitted . 

This interpretatio n is inco rrect. M o tio ns 
to  substantiv ely  am end  o rd ers are no t 
co ntem plated  in cases arising und er 

sectio n 274A  and sectio n 274C  o f the 
INA . How ever, § 68.52(c)(4) w as 
am ended  to  clarify  that a party seeking 

a substantive change to  an o rd er sho uld  
file a request fo r rev iew  w ith the Chief 

A d m inistrative Hearing O fficer, rather 
than file a m otio n fo r reco nsid eratio n 

w ith the A d m inistrative Law  Judge. 

A d d itio nally , the Chief A d m inistrative 
Hearing O fficer co uld  also  co rrect a 
substantive erro r in sectio n 274A  and 

274C  cases through d iscretio nary rev iew  
based  on existing rules. The o ther 

am end m ent to  this subsectio n w ould  
allo w  fo r substantive changes to  

A d m inistrative Law  Jud ges’ orders in 
sectio n 274B cases. The reaso n for this 

am end m ent is that an A d m inistrative 
Law  Judge sho uld  no t be prevented  from 

substantiv ely  chang ing an o rd er w ithin 
sixty  (60) d ays w hen the Chief 

A d m inistrative Hearing O fficer has no  
rev iew  authority . Thus, w hen an erro r 
co m es to  the attentio n o f  an 

A d m inistrative Law  Judge w ithin the 
requisite sixty  (60) d ays, this 

am end m ent w o uld  o bviate the need  to  
appeal to  the Court o f A ppeals for the 
appro priate circu it.

Sectio n 68.53(a)(1) is am end ed  to  

m ake clear that w hen a party requests a 

rev iew  o f a final d ecisio n and  o rd er o f 

an A d m inistrative Law  Jud ge, and  the 

C hief A d m inistrative Hearing O fficer 
d ecid es no t to  m o dify  o r vacate the 

order, the C hief A d m inistrative Hearing 
O fficer is no t required  to  issue an o rd er 

affirming the A d m inistrative Law  

Jud ge’s order. The C hief A d m inistrative 
Hearing O fficer m ust issue an o rd er o nly  
if  he is vacating or m o difying the 

A d m inistrative Law  Jud ge’s d ecisio n 
and order. See sectio ns 274A (e)(7) and  
274C(d )(4) o f the INA . •

Finally , this rule d o es no t change o r 
take aw ay rights w hich w ere established  
in the statute or earlier ru les o f p ractice 
and  pro ced ure. Therefo re, this rule is 
effectiv e on the d ate o f  publicatio n.

M o reo ver, in acco rd ance w ith 5 
U.S.C. 605(b), the A tto rney General 
certifies that this rule w ill no t have a 
significant eco no m ic im pact on a 
substantial num ber o f sm all entities.
This rule is no t co nsid ered  to  be a m ajo r 
rule w ithin the m eaning o f sectio n 1(b)

o f Executiv e O rder No. 12291, no r d o es 
it have Fed eralism  im p licatio ns 
w arranting the preparatio n erf a 
Fed eralism  A ssessm ent in acco rd ance 
w ith sectio n 6 o f Executiv e Order No. 
12612. The A tto rney General has 
certified  to  the O ffice o f M anagement 
arid Bud get that these final regulatio ns 
m eet the app licable stand ards pro vided 
in sectio ns 2(a) and  2(b)(2) o f Executiv e 
O rd er No. 12778.

L is t o f  S u b je cts  in  2 8  C FR  Part 6 8

A d m inistrativ e p ractice and 
pro ced ure, A liens, Citizenship  and  
naturalizatio n, Civ il rights, 
D iscrim inatio n in em plo ym ent, 
Em plo ym ent, Equal em p lo ym ent 
o pp o rtunity , Im migration, N atio nality , 
N o n-Discrim inatio n.

A cco rd ing ly , the interim  rule 
am ending 28 CFR part 68 w hich w as 
published  at 56 FR 50049-50058 o n 
O cto ber 3 ,1991 , is ad opted  as a final 
rule w ith the fo llo w ing  changes:

P A R T  6 8 — R U L E S  O F  P R A C T I C E  A N D  

P R O C E D U R E  F O R  A D M I N I S TR A T I V E  

H E A R I N G S  B E F O R E  A D M I N I S T R A T I V E  

L A W  J U D G E S  I N  C A S E S  I N V O L V I N G  

A L L E G A T I O N S  O F  U N L A W F U L  

E M P L O Y M E N T  O F  A U E N S  A N D  

U N F A I R  I M M I G R A T I O N -R E L A T E D  

E M P L O Y M E N T  P R A C T I C E S

1. The autho rity  citatio n for part 68 is 
rev ised  to  read  as fo llo w s:

A u t h o r it y : 5 U.S.C. 301, 554; 8 U.S.C 
1103,1324a, 1324b, and 1324c.

2. Sectio n 68.2 is am end ed  by:
(a) Red esignating paragraphs (i), (j),

(k) , and (1) thro ugh (q) as paragraphs (j),
(l) * (m), and  (o) thro ugh (t), respectiv ely ; 
and

(b) N ew  paragraphs (i), (k), and (n) are 
ad ded  to  read  as fo llo w s:

$68.2 Definition«.
* * * * *

(i) En t r y  as used  in sectio n 274B(i)(l) 
o f  the INA m eans the d ate the 
A d m inistrative Law  Jud ge signed  the 
o rder;
* * * * *

(k) Issued  as used  in sectio n 
274A (e)(8) and  sectio n 274C(d )(5) o f  the 
INA m eans the d ate the A d m inistrativ e 
Law  Judge signed  the o rd er,
*  *  *  *  *

(n) Ord in a ry m a i l  refers to  the m ail 
serv ice pro vid ed  by  the United  States 
Po stal Serv ice using o nly  stand ard  
po stage fees, exclu siv e o f  sp ecial 
system s, electro nic transfers, and  o ther 
m eans w hich have the effect o f  
pro v id ing exped ited  serv ice;
*  *  *  *  *

3. Sectio n 68.3 is am end ed  by:
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(1) Designating the intro d ucto ry text 
as paragraph (a);

(2) Red esignating paragraphs (a), (b). 
and  (c) as paragraphs (1), (2), and (3) 
respectiv ely ;

(3) Red esignating paragraph (d) as 
paragraph (b);

(4) A d d ing a new  paragraph (c) to  
read as fo llo w s:

$ 6 8 .3  S e r v i c e  o f  c o m p la i n t ,  n o t i c e  o f  

h e a r i n g ,  w r i t t e n  o r d e r s ,  e n d  d e c i s i o n s .

*  *  dr *  *

(c) In circum stances w here the O ffice 
o f the Chief A d m inistrativ e Hearing 
O fficer o r the A d m inistrativ e Law  Judge 
enco unter d ifficulty  w ith perfecting 
serv ice the Chief A d m inistrativ e 
Hearing O fficer o r the A d m inistrative 
Law  Judge m ay d irect that a party 
execute serv ice o f pro cess.

$ 6 8 .5  [A m e n d e d ]

4. Sectio n 68.5(b) is am end ed  by:
(a) A dd ing the phrase “ In sectio n 

274B cases, pursuant to  sectio n 554 o f 
title 5, United  States Co d e,”  to  the 
beginning o f the intro d ucto ry phrase 
and  befo re the w o rd s, “ Due regard shall 
be giv en“ .

(b) Correcting the w ord  “ Sectio n”  in 
the seco nd  sentence to  read “ Sectio ns” .

§ 6 8 .6  [A m e n d e d ]

5. Sectio n 68.6(a) is co rrected  by 
changing the w ord  “ o thers”  in the 
seco nd  sentence to  read  “ o ther” .

§ 6 8 . 8  [A m e n d e d ]

6. Sectio n 68.8(c)(2) is am end ed  by 
inserting the w ord  “ o rd inary ”  befo re the 
w ord “ m ail”  and  by  ad d ing at the end  
o f the sentence the phrase “ unless the 
co m p liance d ate is o therw ise sp ecified  
by the C hief A d m inistrative Hearing 
O fficer o r the A d m inistrativ e Law  
Jud ge.”

$ 6 8 .2 3  [A m e n d e d ]

7. Sectio n 68.23(c)(6) is am end ed  by 
remo ving the reference to  § 68.25(d ) and 
inserting in its p lace § 68.25(e).

8. Sectio n 68.25 is am end ed  by:
(a) Revising paragraph (b);
(b) Redesignating paragraph (d) as 

paragraph (e); and
(c) A dd ing a new  paragraph (d) to 

read as fo llo w s:

$ 6 8 .2 5  S u b p o e n a «.

*  *  *  *  *

(b) The subpo ena shall id entify  the 
perso n o r things subpo enaed , the perso n 
to  w hom  it is returnable and  the p lace, 
d ate, and  tim e at w hich it is returnable; 
o r the subp o ena shall id entify  the nature 
o f the ev id ence to  be exam ined  and 
co p ied , and  the d ate and  tim e w hen 
access is requested . W here a no n-party 
is subpo enaed , the requesto r o f  the

subpo ena must give no tice to  all parties, 
o r if  no  co m p laint has been filed , then 
no tice shall be given to  ind iv id uals or 
entities w ho  have been charged  w ith an 
unfair imm igratio n-related  em plo ym ent 
p ractice und er sectio n 274B o f the INA , 
the ind iv id ual initiating  the alleged 
unfair imm igratio n-related  em plo ym ent 
p ractice, and  the O ffice o f Sp ecial 
Co unsel. Fo r purpo ses o f this 
subsectio n, the receip t o f the subpo ena 
o r a co p y o f the subpo ena shall serve as 
the no tice.
*  *  *  *  *

(d) A  party shall have stand ing to  
challeng e a subpo ena issued  to a non- 
party if  the party can claim  a perso nal 
right o r priv ilege in the d isco very 
sought.
* * * * *

$ 6 8 .2 6  [A m e n d e d ]

9. Sectio n 68.26 is am ended  by 
remo ving the w ord  “ w ill”  and  rep lacing 
it w ith the w ord  “ shall”  and  by ad ding 
the fo llo w ing sentence after the phrase 
“ shall be d esignated  by the C hief 
A d m inistrativ e Hearing O fficer.” : “ The 
Chief A d m inistrativ e Hearing O fficer 
may reassign a case prev io usly  assigned 
to  an A d m inistrative Law  Jud ge to 
pro mo te ad m inistrative effic iency .”

§ 6 8 .2 8  [A m e n d e d ]

10. Sectio n 68.28(a) is am end ed  by 
removing in the intro d ucto ry paragraph 
the phrase “ necessary  to  the co nd uct o f 
fair”  and  inserting  in its p lace the 
phrase “ necessary  to  co nd uct fair", 
* * * * *

11. Sectio n 68.37 is am ended  by:
(a) Remo ving in paragraph (c) the 

reference to  § 68.8(b) and ad ding in its 
p lace the reference § 68.9(b).

(b) Revising paragraph (b)(2)(ii) to 
read  as fo llo w s:

$ 6 8 .3 7  W a ive r o f  r ig h t  t o  a p p e a r a n d  

f a ilu re  t o  p a rt ic ip a te  o r  t o  a p p e a r.1 1 
*  *  *  *  *

(b )* * *
(2 ) *  * *

(ii) W ithin ten (10) d ays after the tim e 
for hearing o r w ithin such o ther period  
as the A d m inistrative Law  Judge may 
allo w , such party d o es no t sho w  good 
cause for such failUre to  appear.
*  *  *  *  *

$ 6 8 .4 3  [A m e n d e d ]

12. Sectio n 68.43 is am ended  by 
rev ising the head ing in paragraph (c) to  
read  as fo llo w s: “  Subst itut ion o f  copies 

f o r  o rigina l e xh ibits".

$ 6 8 .4 8  [A m e n d e d ]

13. Sectio n 68.48(a) is am ended  by 
rev ising the reference to  § 68.12 to 
§ 68.14.

14. Sectio n 68.52 is am ended  by:
(a) In paragraph (a), rev ising  the 

phrase "a  party  may file pro po sed  
find ings o f fact,”  to  read  “ the 
A d m inistrative Law  Jud ge may require 
the parties to  file pro po sed  find ings o f 
fact,”  and  by rep lacing the phrase “ and 
o rd er to gether w ith a suppo rting b rie f ’ 
to  “ and  o rd ers to gether w ith suppo rting 
briefs” ;

(b) In paragraph (c)(l)(v ), by  removing 
the w ord  “ m ay”  after the phrase “ the 
o rd er”  and ad d ing in its p lace the w ord 
“ shall” ;

(c) In paragraph (c)(2)(i)(K), by  adding 
the phrase “ o r to  o rd er any o f the 
rem ed ies listed  as paragraphs (c)(2)(i)(A ) 
thro ugh (c)(2)(i)(G) abo v e”  at the end  o f 
the paragraph;

(a) In paragraph (c)(2)(ii), by  adding 
the phrase “ o f the IN A ”  to  the end  t>f 
the last sentence;

(e) Revising  paragraph (c)(4) to  read  as 
fo llo w s:

$ 6 8 . 5 2  D e c i s i o n  a n d  O r d e r  o f  t h e  

A d m i n i s t r a t i v e  L a w  Ju d g e .  

* * * * *

(c)* *  *
(4) Corre ct ions to orders. A n 

A d m inistrative Law  Jud ge m ay, in the 
interest o f justice, co rrect any clerical 
m istakes o r typo graphical erro rs 
co ntained  in a d ecisio n and o rd er issued  
in a case arising und er sectio n 274A  or 
274C  o f the INA  at any tim e w ithin 
thirty  (30) d ays after the issuance o f the 
d ecisio n and  order. Changes o ther than 
c lerical m istakes o r typo grap hical erro rs 
w ill be co nsid ered  in cases arising 
und er sectio ns 274A  and  274C  o f the 
INA  by filing a request fo r rev iew  to  the 
C hief A d m inistrativ e Hearing O fficer by 
a party und er § 68.53, or the Chief 
A d m inistrative H earing O fficer may 
exercise d iscretio nary  rev iew  to  make 
such changes pursuant to  § 68.53. In 
cases arising und er sectio n 274B o f the 
INA , an A d m inistrative Law  Judge may 
co rrect any substantiv e, c lerical, or 
typo grap hical erro rs o r m istakes in a 
d ecisio n and o rd er at any tim e w ithin 
sixty  (60) d ays after the issuance o f the 
d ecisio n and  order.

15. Sectio n 68.53 is am ended  by:
(a) Rev ising  the w ord  “ s e c t i o n  in  the 

intro d ucto ry text o f paragraph (a) to 
read, “ sectio ns";

(b) A dd ing to  the end  o f paragraph (a) 
(1) a new  sentence to  read as fo llo w s:

$ 6 8 .5 3  A d m i n i s t r a t i v e  a n d  Ju d i c i a l  r e v i e w .  

*  *  *  *  *

(a) * * *
(1) * *  * H ow ever, the C hief 

A d m inistrative Hearing O fficer is no t 
o bligated  to  issue an o rd er unless the 
A d m inistrativ e Law  Jud ge's o rd er is 
m o d ified  o r vacated .
* * . , * - - . * . • .  *..
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Dated: November 18,1992.

W i l l i a m  P .  B a r r ,

A tto rn ey  G en eral.

(FR Doc. 92-28868 Filed 12-4-92; 8:45 amj

BILUNG CODE 1531-26-M

E N V I R O N M E N T A L  P R O T E C T I O N  

A G E N C Y

4 0  C F R  P a r t  2 6 1

[ S W -F R L -4 5 4 2 -8 ]

H a z a r d o u s  W a s t e  M a n a g e m e n t  

S y s t e m ; I d e n t i f i c a t i o n  a n d  L i s t i n g  o f  

H a z a r d o u s  W a s t e ; F i n a l  E x c l u s i o n

A G E N C Y : Enviro nm ental Pro tectio n 
A gency.

A C TI O N : Final rule.

S U M M A R Y : The Enviro nm ental Pro tectio n 
A gency (EPA  o r A gency) today is 
granting a final exclusio n from the lists 
o f hazard ous w astes co ntained  in EPA  
regulatio ns for certain so lid  w aste 
generated  at PO P Fasteners (POP), a 
d iv isio n o f Black and  Decker 
Co rporation, lo cated  in Shelto n, 
Co nnecticut. This actio n respo nd s to a 
d elisting petitio n subm itted  und er tho se 
regulatio ns that allo w  any perso n to 
petitio n the A d m inistrato r to  m od ify  or 
revoke any pro v isio n o f certain 
hazard ous w aste regulatio ns o f the Code 
o f Fed eral Regulatio ns, and sp ecifically  
pro vide generato rs the o pportunity  to  
petitio n the A d m inistrato r to  exclud e a 
w aste on a “ generato r-specific”  basis 
from the hazard ous w aste lists.

E F F E C TI V E  D A TE : Decem ber 7,1992.

A D D R E S S E S : The p ublic  d o cket for this 
final rule is lo cated  at the U.S. 
Enviro nm ental Pro tectio n A gency, 401 
M Street, SW ., W ashingto n, DC 20460, 
and is av ailable fo r v iew ing (room 
M 2427) from 9 a.m. to 4 p .m ., Mo nd ay 
through Frid ay, exclud ing Fed eral 
ho lid ays. Call (202) 260-9327 for 
appo intm ents. The reference num ber for 
this d o cket is ' ‘F—92-PFEF-FFFFF. ’ ’
The p ublic may co py  m aterial from any 
regulatory d o cket at no  co st for the first 
100 pages, and  at $0.15 per page for 
ad d itio nal co p ies.

F O R  F U R TH E R  I N F O R M A TI O N  C O N TA C T :

Fo r general info rm atio n, co ntact the 
RCRA  H otline, to ll free at (800) 4 2 4 -  
9346, or at (703) 920-9810. Fo r 
technical info rm atio n co ncerning this 
no tice, co ntact Shen-y i Yang, O ffice o f 
So lid  W aste (O S-333), U.S. 
Enviro nm ental Pro tectio n A gency, 401 
M Street, SW ., W ashingto n, DC 20460, 
(202) 260-1436.

S U P P L E M E N TA R Y  I N F O R M A TI O N :

I. B ack g ro u n d

A . Au tho r it y

Under §§ 260.20 and 260.22, facilities 
may petitio n the A gency to  remo ve their 
w astes from hazard ous w aste co ntro l by 
exclud ing them from the lists o f 
hazardo us w astes co ntained  at §§ 261.31 
and 261.32. Petitio ners must pro vid e 
sufficient info rmatio n to  EPA  to  allo w  
the A gency to d eterm ine that: (1) The 
w aste to  be exclud ed  is no t hazard ous 
based  upon the criteria fo r w hich it w as 
listed , and (2) no  o ther hazard ous 
co nstituents or factors that co uld  cause 
the w aste to  be hazard ous are present in 
the w astes at levels o f regulatory 
co ncern.

B. H isto ry o f  Th is  Rulema k ing

POP Fasteners, lo cated  in Shelto n,
Co nnecticut, petitio ned  the A gency to  
exclud e from hazard ous w aste co ntro l 
its FQ06 metal hyd ro xid e filter cake 
resulting from the treatment o f 
w astew ater o riginating from its 
electro p lating  o peratio ns. A fter 
evaluating the petitio n, EPA  pro posed, 
on A ugust 21,1992 to  exclud e PO P's 
w aste from the lists o f hazard ous w aste 
und er §§ 261.31 and 261.32 (see 57 FR 
37921).

The A gency d id  not receive any 
p ublic co m m ents on the pro posal and 
this rulem aking finalizes the pro posed 
d ecisio n to grant PO P’s petitio n.

II . D isp o s itio n  o f  Pe titio n

A. POP  Fasteners, She lton, Conne ct icut  

1. Pro po sed  Exclusio n

POP Fasteners, lo cated  in Shelto n, 
Co nnecticut, petitio ned  the A gency to  
exclud e from hazardo us w aste co ntro l 
its m etal hyd ro xid e filter cake resulting 
from the treatment o f w astew aters 
o riginating from its electro p lating 
o peratio ns, presently  listea as EPA  
Hazardous W aste No. F006—  
“ W astew ater treatment sludges from 
electro p lating o peratio ns except from 
the fo llow ing pro cesses: (1) Su lfuric 
acid  ano d izing o f alum inum ; (2) tin 
p lating on carbon steel; (3) z inc plating 
(segregated basis) on carbon steel; (4) 
alum inum  or zinc-alum inum  p lating on 
carbon steel; (5) cleaning/ stripping 
asso ciated  w ith tin, z inc and alum inum  
p lating on carbon steel; and (6) chem ical 
etching and m illing o f alum inum ” . The 
listed  co nstituents o f  co ncern for EPA  
Hazardous W aste No. F006 w aste are: 
Cad mium , hexavalent chro m ium , nickel 
and cyanid e (co m plexed ) (see Part 261, 
A ppend ix VII).

In support o f its petitio n, POP 
subm itted : (1) Detailed  d escrip tio ns o f 
its m anufacturing and  w aste treatm ent 
pro cesses, includ ing schem atic

d iagram s;1 (2) a list o f all raw  m aterials 
and M aterial Safety  Data Sheets 
(M SDSs) for all trad e nam e pro ducts 
used  in the m anufacturing and w aste 
treatment p ro cesses; (3) results from 
to tal co nstituent analyses for the eight 
To xicity  Characteristic (TC) m etals 
listed  in § 261.24 and nickel; (4) results 
from the To xicity  Characteristic 
Leaching Pro ced ure (TCLP; as d escribed  
in part 261, ap pend ix II) analyses for the 
eight TC m etals and nickel; (5) results 
from to tal co nstituent analyses for 
v o latile and  sem i-vo latile o rganic 
co m po und s and p o lychlo rinated  
bip heny ls; (6) results from to tal 
co nstituent analyses for to tal and 
reactiv e sulfid e and cyanid e for 
representativ e sam ples o f the petitio ned  
w aste; (7) results from to tal o il and 
grease analyses o n rep resentative 
sam ples o f the petitio ned  w aste; and (8) 
test results and info rm atio n regarding 
the hazard o us characteristics o f 
ignitability , co rro siv ity , and reactiv ity .

The A gency evaluated  the info rm atio n 
and analytical data pro vided by POP in 
support o f  its petitio n and d etermined  
that the hazardo us co nstituents found in 
the petitio ned  w aste w o uld  not pose a 
threat to  human health and the 
env iro nm ent. Sp ecifically , the A gency 
used  the m o d ified  EPA  Co mposite 
M o d el for Land fills (EPA CML) to 
pred ict the po tential m o bility  o f the 
ino rganic hazardo us co nstituents found 
in the petitio ned  w aste, and used the 
EPA CML/ the O rganic Leachate M o del 
(OLM) to  estim ate the leachable portion 
o f the o rganic co ntam inants in the 
petitio ned  w aste.

Based  on the evaluatio n, the A gency 
d eterm ined  that the co nstituents in 
PO P’s petitio ned  w aste w ould  not leach 
and migrate at co ncentratio ns above the 
A g ency ’s health-based  lev els used in 
d elisting  d ecisio n-m aking . See 57 FR  

37921, A ugust 21 ,1992, for a d etailed  
exp lanatio n o f w hy EPA  pro posed to 
grant PO P’s petitio n for its m etal 
hyd ro xid e filter cake.

2, Respo nse to  Public Co mm ents

The A gency d id  not receiv e any 
p ublic  co m m ents on the pro po sal.

3. Final A gency Decisio n

Fo r the reaso ns stated  in the pro posal, 
the A gency believ es that PO P’s metal 
hyd ro xid e filter cake sho uld  be 
exclud ed  from hazardo us w aste co ntro l. 
The A gency, therefore* is granting a 
final exclusio n to  POP Fasteners, 
lo cated  in Shelto n, Co nnecticut, for its

1 PO P has claim ed  po rtio ns o f their 
m anufacturing and  treatm ent pro cess d escrip tio ns 
as co nfid ential business info rm atio n (CBI). This 
info rm atio n, therefo re, is no t available in the RCRA 
p ublic d o cket for to d ay ’s no tice.
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m etal hyd ro xid e filter cake, d escribed  in 

its petitio n as EPA  Hazard ous W aste No. 
F006.

This exclusio n o nly  ap p lies to the 
p ro cesses and w aste vo lum e (a 
m aximum  o f 300 cubic yard s generated  
annually) co v ered  by the o riginal 
d em o nstratio n. The facility  w o uld  
require a new  exclusio n if  either its 
m anufacturing o r treatm ent pro cesses 
are significantly  altered  such that an 
adverse change in w aste co m p o sitio n 
[e .g., if  levels o f hazard ous co nstituents 
increased  significantly) o r increase in 
w aste vo lum e o ccurred . A cco rd ingly , 
the facility  w o uld  need  to file a new  
petitio n for the altered  w aste. The 
facility  m ust treat w aste generated  either 
in excess o f 300 cubic  yard s per year o r 
from changed  p ro cesses as hazardo us 
until a new  exclusio n is granted.

A lthough m anagement o f the w aste 
covered  by this petitio n w ould  be 
relieved  from the Subtitle C jurisd ictio n 
upon final pro mulgatio n o f an 
exclusio n, the generato r o f a d elisted  
w aste m ust either treat, store, or d ispo se 
o f the w aste in an o n-site facility , o r 
ensure that the w aste is d elivered  to  an 
o ff-site storage, treatm ent, o r d ispo sal 
facility , either o f  w hich is perm itted , 
licensed , or registered  by  a State to 
manage m unicip al or ind ustrial so lid  
w aste. A lternatively , the d elisted  w aste 
may be d elivered  to  a facility  that 
beneficially  uses or reuses, or 
leg itim ately  recy cles o r reclaim s the 
w aste, or treats the w aste prio r to  such 
beneficial use, reuse, recycling , o r 
reclam atio n.

III. Lim ited  Effect o f  Fed eral Exclusio n

The final exclusio n being granted 
tod ay is being issued  und er the Federal 
(RCRA) d elisting program. States, 
how ever, are allo w ed  to im po se their 
o w n, non-RCRA  regulatory 
requirem ents that are more stringent 
that EPA ’8, pursuant to  Sectio n 3009 o f 
RCRA. These more stringent 
requirem ents may includ e a pro visio n 
w hich pro hibits a Fed erally-issued  
exclusio n from taking effect in the State. 
Since a petitio ner’s w aste may be 
regulated  und er a d ual system [i.e ., both 
Fed eral (RCRA) and  State (non-RCRA ) 
programs), p etitio ners are urged to 
co ntact their State regulatory authority

to d eterm ine the current status o f their 
w astes und er State law .

IV . Effectiv e Date

This rule is effectiv e on Decem ber 7,
1992. The Hazardous and So lid  W aste 
A m end m ents o f 1984 amended  Sectio n 
3010 o f RCRA  to  allo w  rules to  beco m e 
effectiv e in less than six m o nths w hen 
the regulated  co m m unity d oes not need  
the six-m o nth perio d  to  co m e into  
co m pliance. That is the case here 
because this ru le red uces, rather than 
increases, the existing requirem ents for 
perso ns generating hazard ous w astes. In 
light o f the unnecessary hard ship  and 
expense that w ould  be im po sed  on this 
petitio ner by  an effectiv e date o f six 
m o nths after pro mulgation and the fact 
that a six-m o nth d ead line is no t 
necessary  to  achiev e the purpose o f 
Sectio n 3010, EPA  believ es that this rule 
sho uld  be effective im m ed iately  upon 
pro mulgatio n. These reaso ns also  
pro vid e a basis fo r making this rule 
effectiv e im m ed iately , upon 
pro mulgatio n, und er the A d m inistrative 
Pro ced ure A ct, 5 U.S.C. 553(d ).

V. Regulato ry  Im p act

Under Executiv e Order 12291, EPA  
must judge w hether a regulatio n is 
"m ajo r”  and therefo re subject to  the 
requirem ent o f  a Regulatory Impact 
A nalysis. This rule to  grant an exclusio n 
is not m ajo r since its effect is to  red uce 
the o verall co sts and eco no m ic im pact 
o f EPA ’s hazardous w aste management 
regulatio ns. Th is red uctio n is achieved  
by exclud ing w aste generated  at a 
sp ecific  facility  from EPA ’s lists o f 
hazardous w astes, thereby enabling the 
facility  to  treat its w aste as non- 
hazardous. There is no  ad d itio nal 
eco no m ic im p act, therefo re, due to 
to d ay ’s rule. This rule is not a majo r 
regulation, therefo re no  Regulatory 
Im pact A nalysis is required .

VI. Regulato ry Flexib ility  A ct

Pursuant to  the Regulatory Flexib ility  
A ct, 5 U .S.C  601-612, w henev er an 
agency is required  to  p ublish a general 
no tice o f rulemaking for any pro posed 
o r final rule, it must prepare and make 
av ailable for p ublic co m m ent a 
regulatory flexibility  analysis w hich 
d escribes th8 im pact o f the rule on sm all 
entities [i.e ., small businesses, small

o rganizatio ns, and  sm all governmental 
jurisd ictio ns). The A d m inistrato r or 
d elegated  representativ e may certify , 
how ever, that the rule w ill no t have a 
significant eco no m ic im p act on a 
substantial num ber o f sm all entities.

This am end m ent w ill no t have ah 
ad verse im pact o n sm all entities since 
its effect w ill be to red uce the o verall 
co sts,o f EPA ’s hazardo us w aste 
regulatio ns and is lim ited  to  o ne facility . 
A cco rd ingly , I hereby certify  that this 
regulatio n w ill no t have a significant 
eco no m ic im p act o n a substantial 
num ber o f sm all entities. This 
regulatio n, therefo re, d o es not require a 
regulatory flexibility  analysis.

V II. Pap erw o rk Red uctio n A ct

Info rm atio n co llectio n and 
reco rd keep ing requirem ents asso ciated  
w ith this final rule have been approved 
by the O ffice o f M anagem ent and 
Bud get (OM B) und er the pro v isio ns o f 
the Paperw o rk Red uctio n A ct o f 1980 
(Pub. L. 96-511, 44 U.S.C. 3501 et seq.) 
and have been assigned O M B Contro l 
N umber 2050-0053.

V III. Lists o f  Sub jects in 40 CFR Part 
261

Hazardous w aste, Recycling , 
Repo rting and reco rd keep ing 
requirem ents.

A utho rity : Sec. 3001(f) RCRA. 42 U.S.C 
6921(f).

Dated: November 12,1992.
Jeffery  D. D enit,

D epu ty  D irec to r, O ffic e  o f  S o lid  W aste.

Fo r the reaso ns set out in the 
pream ble, 40 CFR part 261 is amend ed  
as fo llo w s:

P A R T  2 6 1  — I D E N T I F I C A T I O N  A N D  

L I S T I N G  O F  H A Z A R D O U S  W A S T E

1. The autho rity  citatio n for part 261 
co ntinues to  read  as fo llow s:

A utho rity : 42 U.S.C. 6905, 6912(a), 6921, 
6922, and 6938.

2. In Table 1 o f app end ix IX o f part 
261, ad d  the fo llo w ing  w astestream  in 
alp habetical o rder by facility  to  read as 
fo llo w s:

A ppend ix IX  to  Part 261— W astes 
Exclud ed  Und er §§ 260.20 and 260.22
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Ta bl e 1.—Wa st es Exc l ud ed  Fr o m No n -Spec if ic  So u r c es

Fa cil it y Ad d re s s  W a s t e  de scrip t io n

P O P  F a s t e n e r s .......... . Sh e lt o n , C o n n e c t i c u t ............ . W a s t e w a t e r  t re a t m e nt  s lu d ge  (E P A  H a z a rd o u s  W a s t e  N o . F 0 0 6 ) ge n e ra t e d  f ro m  e le ct rop la t in g op e ra t io ns

(a t  a  m a x im u m  a n n u a l ra t e  of  3 0 0  c u b ic  ya rd s ) a f t e r D e c e m b e r  7 ,1 9 9 2 .  m  o rd e r  to  con f irm  tha t  t h e  ch a r 

a ct e rist ics of  th e  w a s t e  d o  no t  c h a n g e  signif ica nt ly, t he  f acility m u st , o n  a n  a n n u a l  ba s is , a n a lyze  a  re p 

re se n ta t ive  co m p o s it e  s a m p le  f o r  t h e  co nst itu e nt s  liste d In § 2 6 1 .2 4  u s in g  t h e  m e t h o d  spe cif ie d t he re in. 

Th e  a n n u a l a n a lyt ica l  re s ults, In c lud in g q ua li t y co n tro l inf o rm a t io n, m ust  b e  co m p i le d , ce rt if ie d a cco rd in g  to  

§ 2 6 0 .2 2 ( i ) ( l 2 ) of  th is ch a p t e r, m a in t a ine d  o n  s ite  f o r a  m in im u m  of  f i ve  ye a rs , a n d  m a d e  a va ila b le  f or in 

spe ct io n  u p o n  re q ue st  b y  a n y  e m p lo ye e  o r  re p re se n t a t ive  of  E P A  o r  t h e  St a t e  of  Co n n e ct icu t . Fa i lu re  to  

m a int a in t he  re q u ire d  re co rds  o n  site  w ill b e  co n s id e re d  b y  E P A ,  a t  its d iscre t io n , suf f icie nt  b a sis  to  re vo k e  

t h e  e x clu s io n  to  t h e  ex te nt  d i re ct e d  b y  E P A .

[FR Doc. 92-29451 Filed 1 2 - 4 - 9 2 ;  8:45 am)

BILLING CODE SSS0-60-M

D E P A R TM E N T  O F  H E A L TH  A N D  

H U M A N  S E R V I C E S

H e a l t h  C a r e  F i n a n c i n g  A d m i n i s t r a t i o n

4 2  C F R  P a r t s  4 0 5 , 4 1 0 ,  a n d  4 1 4  
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M e d i c a r e  P r o g r a m ; P a y m e n t  f o r  

D u r a b l e  M e d i c a l  E q u i p m e n t  a n d  

O r t h o t i c ,  a n d  P r o s t h e t i c  D e v i c e s

A G E N C Y : H ealth Care Financing  
A d m inistratio n (HCFA), HHS.

A C TI O N : Interim  final rule w ith co m m ent 
period .

S U M M A R Y : This interim  final rule 

im p lem ents sectio n 4062(b) o f the 

O m nibus Bud get Reco nciliatio n A ct o f 

1987 w hich sp ecifies that paym ent 

under the M ed icare program for d urable 
m ed ical equipm ent, o rtho tics, and 

pro sthetics furnished  on o r after January 

1 ,1989 is lim ited  to  the lo w er o f the 

actual charge fo r the equipm ent o r the 

fee sched ule established  by the carrier. 

W e are setting forth the m etho d s for 

com puting fee sched ules fo r six classes 

o f these item s. W e are also  d escribing 

how  the fee sched ules are upd ated  in 
subsequent years.

D A TE S : Effectiv e Date: These final 
regulatio ns are effectiv e for item s 
furnished  on or after January 6 ,1993.

Comment Date: W ritten co m m ents 
w ill be co nsid ered  if  w e receiv e them at 
the appro priate ad dress, as pro vid ed  
belo w , no  later than 5 p.m. on February 
5 1993.

A D D R E S S E S : M ail w ritten co m m ents to  
the fo llow ing ad d ress: H ealth Care 
Financing A d m inistratio n, Department 
o f Health and Human Serv ices, 
A ttentio n: BPD -494-IFC , P.O. Bo x 
26676, Baltim o re, M aryland 21207.

If you prefer, you may d eliv er your 
co m m ents to  o ne o f the fo llo w ing 
ad dresses:

Roo m 309—G, Hubert H. Humphrey 
Build ing, 200 Ind epend ence A ve.,
SW , W ashingto n, DC 20201, or 

Room 132, East High Rise Build ing,
6325 Security  Bo ulevard , Baltim o re, 
M aryland 21207.

Due to  staffing and  reso urce 
lim itatio ns, w e canno t accep t co m m ents 
by facsim ile (FA X) transm issio n. In 
co m m enting, p lease refer to  file co d e 
BPD -494—IFC. Comments received  
tim ely w ill be av ailable for p ublic 
insp ectio n as they are receiv ed , 
generally  beginning appro xim ately  three 
w eeks after publicatio n o f this 
d o cum ent, in roo m 309-G  o f the 
Departm ent’s o ffices at 200 
Ind ep end ence A ve., SW , W ashingto n, 
DC, on M o nd ay through Frid ay o f each 
w eek from 8:30 a.m. to  5 p .m. (phone: 
202-690-7890).

Copies: To  o rd er co p ies o f the Fe d e ra l  
R e g iste r co ntaining this d o cum ent, send 
yo ur request to : Sup erintend ent o f 
Do cum ents, U.S. Government Printing 
O ffice, A TTN: New  Order, P.O. Bo x 
371954, Pittsburgh, PA  15250-7954.

Sp ecify  the d ate o f the issue requested  
and enclo se a check payable to  the 
Superintend ent o f Do cum ents, or 
enclo se yo ur Visa o r M aster Card 
num ber and exp iratio n date. Credit card  
orders can also  be p laced  by calling  the 
order d esk at (202) 512-2465 o r by 
faxing to  (202) 512-2250. The co st for 
each co py  (in paper or m icro fiche form) 
is $1.50. In ad d itio n, you may v iew  and 
pho to co py  the Fe d e ra l  R e g is te r 
d ocum ent at m o st iibraries'd esignated  
as U.S. Go vernm ent Depo sito ry 
Libraries and at m any o ther p ublic and 
acad em ic libraries throughout the 
co untry that receiv e the Fe d e ra l  
R e g iste r.  A sk the o rd er d esk o perato r for 
the lo catio n o f the Government 
Deposito ry Library nearest you.

F O R  F U R TH E R  I N F O R M A TI O N  C O N TA C T :

Sam  Della V ecchia— Requirem ent o f
Phy sician O rd er, (410) 966-5395 

Bernard  Patashnik— A ll O ther Issues,
(410) 966-4495.

S U P P L E M E N TA R Y  I N F O R M A TI O N :

1. Backg ro und

O riginally , und er the pro v isio ns o f 
sectio ns 1833 and 1842 o f the So cial 
Security  A ct (the A ct), paym ent for most 
p hysician and o ther m ed ical and health 
serv ices furnished  und er Part B o f the 
M ed icare program (Supplem entary 
M ed ical Insurance) w as mad e on a 
reaso nable charge basis through 
co ntracto rs kno w n as carriers. Durable 
m ed ical equipm ent (DME) cam e und er 
these general carrier co ntract and 
paym ent benefit pro v isio ns until 
January 1,1989.

Sectio n 1842(b)(3) o f the A ct pro vid es 
that w hen paym ent is m ad e on a charge 
basis, the charge m ust be reaso nable. In 
d eterm ining the reaso nableness o f a 
charge for M ed icare purpo ses, carriers 
are required  to  co nsid er the fo llo w ing 
facto rs:

• The actual b illed  charge fo r the 
serv ices.

• The custo m ary charge for sim ilar 
serv ices generally  m ad e by the 
p hysician o r sup p lier fo r the serv ice.

• The prevailing charge in the lo cality  
for sim ilar serv ices.

• In the case o f m ed ical serv ices, 
sup p lies, and  equipm ent that, in the 
jud gm ent o f the Secretary , do  no t vary 
w id ely  in quality  from o ne supp lier to  
ano ther, the lo w est charge lev els at 
w hich the serv ices o r supp lies are 
w id ely  and co nsistently  available in the 
lo cality . In general, paym ent for the 
serv ices is to  be based  o n the low est o f 
these facto rs.

A fter ad justm ent fo r the annual 
d ed uctible am o unt, M ed icare pays 80 
percent o f the reaso nable charge. The 
ru les governing paym ent o f reaso nable 
charges for M ed icare Part B serv ices are 
currently  set forth in 42 CFR part 405, 
subpart E (§§ 405.501 through 405.580).
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Prio r to  the enactm ent o f the O mnibus 

Budget Reco nciliatio n A ct o f 1987 (Pub. 
L. 100-203) on Decem ber 22,1987, 
sectio n 1889 o f the A ct had  established  
sp ecific  paym ent rules co ncerning 
purchase o r rental o f new  and used  
d urable m ed ical equipm ent (DME) 
und er M ed icare Part B. Sectio n 1861(a) 
o f the A ct d efines DME as fo llo w s:

The term ‘durable medical equipment* 
include« iron lungs, oxygen tents, hospital 
beds, and wheelchairs * * • used in the 
patient's home (including an institution used 
as his home other than an institution that 
meets the requirements o f subsection (e)(1) of 
this section or section 1819(a)(1)) whether 
furnished on a rental basis or purchased;

(Sectio ns 1861(e)(1) and  1819(a)(1) o f 
the A ct d escribe ho sp itals and skilled  
nursing facilities, respectiv ely .)

im p lem enting regulatio ns at § 405.514 
set forth three m etho d s o f paym ent for 
DME; Lease-purchase, lump-sum 
paym ent for purchase, and  rental 
charges. The regulatio ns pro v id e fo r the 
carrier to make a d eterm inatio n o f 
w hich o f these m etho d s o f paym ent to  
use, based , in general, o n the item 's co st 
and  expected  d uratio n o f use. (Sectio n 
1889 o f the A ct w as repealed  by sectio n 
4062(d )(5) o f Pub. L. 100-203, and in 
this interim  final rule w e are 
elim inating the pro v isio ns in § 405.514.)

II. Sum m ary  o f  New  Leg islatio n

Sectio n 4062(b) o f Public Law  100-  
203, w hich ad d ed  subsectio n 1834 to  
the A ct, pro v id es fo r a co m pletely  
restructured  paym ent m ethod olo gy for 
DME and  o rtho tic and  p ro sthetic 
d ev ices. Sectio n 1834 o f the A ct, as 
am end ed  by  sectio n 411(g )(1) o f the 
M ed icare Catastro phic Coverage A ct o f 
1988 (Pub. L. 100-360), sectio n 
608(d )(22)(A ) o f the Fam ily  Supp o rt A ct 
o f 1988 (Pub. L. 100-485), sectio ns 6112 
and  6140 o f the O m nibus Bud get 
Reco nciliatio n A ct o f 1989 (Pub. L. 101-  
239), and  sectio ns 4152 and  4153 o f the 
O m nibus Budget Reco nciliatio n A ct o f 
1990 (Pub. L. 101-508), pro v id es sp ecial 
paym ent rules for DM E, pro sthetics, and 
o rtho tics furnished  o n o r after January 1,
1989.

M o re sp ecifically , sectio ns 1834(a)(1) 
(A) and (B) and sectio n 1834(h)(1)(A ) o f 
the A ct pro v id e that paym ent for DME, 
pro sthetics, and  o rtho tics is equal to  80 
p ercent o f the lesser o f the actual charge 
fo r the item  o r the fee sched ule amo unt 
fo r the item. (Und er sectio ns 1832(a)(1). 
1833(a)(l)(I), and  1833(b) o f the A ct, this 
paym ent am o unt is red uced  by any 
ap p licable d ed uctible.) Fo r p ublic  ho m e 
health agencies (HHA s) (or HHA s that 
serve a significant num ber o f low  
inco m e patients) that furnish the item 
free o f charge o r fo r a no m inal charge, 
paym ent is equal to  80 p ercent o f  the fee

sched ule amo unt o nly . Sectio n 
1834(a)(1)(C) o f  the A ct requires that the 
m etho d  o f paym ent set forth in sectio n 
1834(a) o f the A ct ap p lies to  all item s o f 
DME covered  und er part B o r und er part 
A  if  supp lied  by  an HHA. Sectio n 
1834(h)(1)(D ) o f the A ct requires that the 
m etho d  o f paym ent set forth in sectio n 
1834(h) o f the A ct ap p lies to  all 
pro sthetic and  o rtho tic d ev ices covered  
und er Part B o r und er Part A  if  supplied  
by an HHA.

A. Fee  Schedule  M e thodology

Sectio ns 1834 (a)(2) through (a)(5), 
1834(a)(7), and  1834(h) o f the A ct set 
forth six separate classes o f DME, 
o rtho tics. and  p ro sthetics and  d escribe 
ho w  the fee scned ule for each class is 
established . The six classes o f item s are: 
(1) Inexpensiv e and o ther ro utinely  
purchased  DME; (2) item s requiring 
frequent and substantial serv icing ; (3) 
custo m ized  item s; (4) oxygen and 
o xygen equipm ent; (5) pro sthetic and 
o rtho tic d ev ices; and (6) capped  rental 
item s. Sectio n 1834(a)(6) o f tne A ct sets 
fo rth an ad d itio nal class o f item s called  
“ o ther co vered  item s (o ther than DM E).” 
Sectio n 1834(a)(13) o f the A ct d efines 
the term “ co vered  item s" fo r sectio n 
1834(a) o f the A ct. The d efinitio n 
restricts the term to  DME.

The o riginal purpo se o f sectio n 
1834(a)(6) o f the A ct w as to  establish the 
paym ent m etho do lo gy for p ro sthetics 
and o rtho tics. How ever, this sectio n w as 
no t d eleted  w hen sectio n 1834(h) w as 
add ed  by  sectio n 4153 o f Public Law  
101-508. W e canno t reco ncile the 
co nflict betw een these tw o pro v isio ns, 
and  w e canno t d eterm ine w hich item s 
Congress intend s for sectio n 1834(a)(6) 
o f  the A ct to  add ress. Therefo re, w e are 
no t im p lem enting any rules asso ciated  
w ith sectio n 1834(a)(6) o f  the A ct.

1. Inexpensive and  O ther Ro utinely  
Purchased  DME

Sectio n 1834(a)(2) o f the A ct pro vid es 
the rules fo r paym ent for inexp ensiv e 
and o ther ro utinely  purchased  DM E; 
that is, item s w ho se purchase price d oes 
no t exceed  $150, o r item s that the 
Secretary d eterm ines are acquired  
through purchase at least 75 percent o f 
the tim e. Payment for tho se item s is 
mad e o n a rental basis o t  in a lump-sum 
am ount fo r the purchase o f the item  
based  o n the am o unt allo w ed  by the fee 
sched ule for purchase or rental. The 
to tal M ed icare paym ents for rental and 
purchase o f an item  may no t exceed  the 
am ount that w ould  be paid  fo r purchase 
o nly .

Fo r inexp ensiv e and  o ther ro utinely  
purchased  DME, the foe sched ule 
am o unt for an item  furnished  in a 
carrier serv ice area in 1989 and  1990 is

equal to  the lo cal paym ent am ount, 
w hich is the average reaso nable charge 
in  that area for the purchase o r rental for 
the 12-m o nth perio d  end ing  o n June 30, 
1987, increased  by d ie percentage 
increase in the co nsum er price ind ex for 
all urban co nsum ers (CPI-U) fo r the 6- 
m o nth perio d  end ing w ith Decem ber 
1987. Fo r each subsequent year, the fee 
sched ule am o unt is lim ited  to the 
natio nal lim ited  paym ent amount 
ad justed  by  the co vered  item  update 
(see belo w  at sectio n Q.A .8).

2. Item s Requiring Frequent and 
Substantial Serv icing

Sectio n 1834(a)(3) o f the A ct provides 
the rules fo r paym ent for item s requiring 
frequent and  substantial serv icing; that 
is, item s for w hich there must be 
frequent and  substantial serv icing in 
o rd er to  avo id  risk to  the p atient's 
health. This sectio n sp ecifically  
m entio ns v entilato rs, asp irato rs, 
interm ittent p o sitiv e pressure breathing 
m achines, and  nebulizers. M ed icare 
paym ent for these item s is made o n a 
m o nthly  basis and o nly  fo r the rental o f 
the item .

Fo r item s o r d ev ices requiring 
frequent and substantial serv icing, the 
fee sched ule am o unt fo r an item  or 
d ev ice furnished  in a carrier serv ice area 
in 1989 and 1990 is the lo cal paym ent 
am ount. The lo cal paym ent am o unt is 
the average reaso nable charge in the 
area fo r the rental o f  the item  o r d ev ice 
fo r the 12-m o nth perio d  end ing w ith 
June 1987, increased  by  the percentage 
increase in the CPI—U for the 6-m o nth 
perio d  end ing w ith Decem ber 1987. Fo r 
each subsequent year, the fee is lim ited  
to  the natio nal lim ited  paym ent amo unt 
ad justed  by  the co v ered  item  update.

3. Custo m ized  Item s

Sectio n 1834(a)(4) o f  the A ct pro vid es 
the ru les for paym ent fo r certain 
custo m ized  item s; that is, co vered  item s 
that are uniquely  co nstructed  o r 
substantially  m o d ified  to  m eet the 
sp ecific  need s o f  an ind iv id ual patient 
and for that reaso n canno t be grouped 
w ith sim ilar item s fo r purpo ses o f 
paym ent und er the M ed icare program.
A  lum p-sum paym ent, d eterm ined  by 
the carrier, is m ad e fo r these item s. In 
ad d itio n, d uring the perio d  o f m ed ical 
need  the carrier m ust m ake lump-sum 
paym ents for the reaso nable and 
necessary  m aintenance and serv icing fo r 
parts and  labo r no t co v ered  by  the 
sup p lier’s o r m anufacturer's w arranty.

4. O xygen and  O xygen Equipm ent

Sectio n 1834(a)(5) o f  the A ct pro vides 
that paym ent fo r o xygen and  o xygen 
equip m ent is m ad e in a m o nthly 
paym ent am o unt w ith a vo lum e
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ad justm ent, p lus a m o nthly  payment 
add-on amo unt fo r po rtable o xygen 

equipm ent if  used . The vo lum e 

ad justm ent is calculated  as fo llo w s:
• If the attend ing physician 

prescribes an o xygen flo w  rate o f more 

than four liters o f oxygen per m inute, 
the payment am ount is increased  by  SO 

p ercent If  a flo w  rate o f less than one 
liter per m inute is prescribed , the 

payment am o unt is red uced  by SO 
p ercent

• If  a physician prescribes a flow  rate 
o f more than four liters o f o xygen per 

m inute and po rtable oxygen equipm ent 
is also  used , sectio n 1834(a)(5)(D) o f  the 

A ct pro vid es that the m o nthly  payment 
amount is increased  by  the greater o f  the 

vo lum e ad justm ent o r the m o nthly  
payment add -on am ount for po rtable 

oxygen equipm ent, but not bo th.
Sectio n 1834(a)(9)(A ) o f the A ct 

sp ecifies how  the separate mo nthly  

payment am o unts fo r oxygen and 
oxygen equip m ent and  po rtable oxygen 
equipm ent are calculated . Each carrier 

must co m pute a base lo cal m onthly  
payment rate fo r each item  (that is, a 

rate for oxygen co ntents and statio nary 
oxygen equipm ent and  a rate for 
portable o xygen equipm ent). The carrier 
must co m pute a base lo cal average 

m onthly  paym ent rate per beneficiary  

that equals the to tal reaso nable charges 
for the item  d uring the 12-m o nth period  

end ing Decem ber 31 ,1986 d iv id ed  by 
the total num ber o f m o nths beneficiaries 
used the equip m ent and  supplies during 
the 12-mo nth period  for w hich payment 
w as made.

The fee sched ule amo unt for oxygen 
furnished in a carrier serv ice area in 
1989 and 1990 is the lo cal average 
m onthly  paym ent rate, w hich is equal to 
95 percent o f the base lo cal average 
m onthly  paym ent rate per beneficiary , 
increased  by the percentage increase in 
the CPI-U during the 6-m o nth period  
end ing Decem ber 1987. Beginning 
January 1 ,1991 and  for each subsequent 
year, the fee sched ule am o unts are 
lim ited  to  the natio nal lim ited  payment 
amo unts increased  by the covered  item 
update.

5. Pro sthetics and O rtho tics

Sectio n 1834(h)(1) o f the A ct pro vid es 
that payment for p ro sthetics and  
o rtho tics is m ad e in a lump sum fo r the 
purchase o f the item  in the amo unt 
reco gnized  und er sectio n 1834(h)(2) o f 
the A ct. Sectio n 1834(h){2KA ) o f  the A ct 
requires each carrier to  co m p ute a base 
lo cal purchase price for each item . The 
base lo cal purchase price is equal to  the 
average reaso nable charg e in the lo cality  
for the purchase o f the item  for the 12- 
month period  end ing  w ith June 1987. 
Each carrier m ust then co m p ute a lo cal

purchase p rice fo r each particular item , 
w hich, in 1989 through 1991, is equal 
to  the base lo cal purchase price, 
increased  by  the percentage increase in 
the CPI-U fo r the 6-mo nth perio d  end ing 
w ith Decem ber 1987. In 1992 and 1993, 
the lo cal purchase p rice is equal to  the 
lo cal purchase price fo r the previo us 
year increased  by  the ap p licable 
percentage increase for the year. The 
ap p licable percentage increase is equal 
to  th9 percentage increase in the CPI-U 
for the 12-m o nth perio d  end ing w ith 
June o f the previo us year.

In ad d itio n, sectio n 1834(h)(2)(B) o f 
the A ct requires the Secretary  to 
co m pute a regional purchase p rice for 
1992 that is equal to  the average 
(w eighted  by relativ e vo lum e o f all 
claim s among carriers) o f the lo cal 
purchase p rices fo r the carriers in the 
region. Fo r each subsequent year, the 
regional purchase price is equal to the 
regional purchase price for the previo us 
year increased  by the percentage 
increase in the CPI-U for the 12-m o nth 
period  end ing w ith June o f the prev io us 
year.

Sectio n 1834(h)(2XC) o f the A ct 
pro vid es that the am o unt reco gnized  
under this paragraph as the purchase 
price for each item is as fo llow s:

• Fo r item s furnished  in 1989 through 
1991, the amount is equal to  100 percent 
o f the lo cal purchase price.

• Fo r item s furnished  in 1992, the 
amo unt is equal to  the sum o f 75 
percent o f the lo cal purchase price and 
25 percent o f  the regional purchase 
price.

• Fo r item s furnished  in 1993, the 
amo unt is equal to  the sum o f 50 
percent o f the lo cal purchase p rice and 
50 percent o f the regio nal purchase 
price.

• Fo r item s furnished in 1994 o r a 
subsequent year, the amo unt is equal to  
the regio nal purchase price.

Sectio n 1834(h)(2)(D) o f the A ct sets 
forth lim itatio ns on the am o unt 
reco gnized  as the purchase price fo r an 
item furnished. In 1992, the amo unt 
may not be more than 125 percent nor 
lo w er than 85 percent o f the average 
purchase price reco gnized  for all carrier 
serv ice areas in the United  States in that 
year. In each subsequent year, the 
amount may no t be m ore than 120 
percent no r lo w er than 90 percent o f the 
average purchase price reco gnized  fo r 
all carrier serv ice areas in the United  
States in that year,

6. Capped Rental Item s

Sectio n 1834(a)(7) o f  the A ct pro vid es 
for payment for o ther item s o f DME (that 
is, capped  rental item s) no t d escribed  in 
sectio ns 1834(a) (2) thro ugh (6) o f  the 
A ct. Sectio n 1834(a)(7)(A ) o f  the A ct

sp ecifies that paym ent fo r these item s is 
mad e on the basis o f m o nthly  rental 
paym ents d uring the perio d  o f m ed ical 
need  w ith a purchase option pro vided  
after 10 m o nths o f rental. The m onthly  
paym ent am ount is 10 p ercent o f  the 
purchase p rice fo r the first 3 m o nths o f 
rental and  7~5 percent o f  the purchase 
price fo r the rem aining rental m onths. 
(See sectio n H U . o f this pream ble for a 
d etailed  d iscussio n o f how  the purchase 
price fo r the item  is d eterm ined  und er 
sectio n 1834(a)(8) o f the A c t)  Rental 
paym ents canno t extend  o ver a “ period  
o f co ntinuo us use,”  as d efined  under 
§ 414.230, o f  lo nger than 15 mo nths.
(See 56 FR 50821 w hich d efined  the 
phrase “ period  o f co ntinuo us use.” ) If 
the perio d  o f m ed ical need  is lo nger 
than 15 m o nths, paym ent is mad e as 
fo llo w s:

• Fo r the first 6-m o nth period  o f 
m ed ical need  after the 15 m o nths have 
elap sed , no  ad d itio nal paym ents w ill be 
made for rental o r m aintenance and 
servicing.

• Fo r the first m onth o f each 
succeed ing 6-m o nth perio d  o f m ed ical 
need , for item s id entified  b y  the 
Secretary , a m aintenance and serv icing 
paym ent may be mad e for parts and 
labo r no t covered  by the su p p lier’s or 
m anufacturer’s w arranty. The amount 
reco gnized  for each o f tnese 6-m o nth 
perio d s is the lo w er o f a reaso nable and 
necessary  m aintenance and serv icing fee 
established  by the Secretary , or 10 
percent o f the reco gnized  purchase 
price.

Sectio n 1834{a)(7)(A )(ii) o f the A ct 
sp ecifies that suppliers o f DME must 
give the benefic iary  the o ption to  
purchase an electric  w heelchair on a 
lump-sum basis at the tim e the item is 
furnished.

Sectio n 1834(a)(7)(B) o f the A ct 
sp ecifies that fo r 1989 and 1990, the 
rental amo unt established  may not be 
more than 115 percent no r less than 85 
percent o f the prevailing charge 
established  fo r the rental o f the item in 
January 1987, increased  by the 
percentage increase in the CPI-U for the 
6-m o nth period  end ing Decem ber 1987.

Sectio n 1834(a)(7)(C) o f the A ct 
sp ecifies that if  an item  o f DM E has 
been in  co ntinuo us use by the patient, 
on either a rental o f p urchase basis, for 
the equip m ent’s useful lifetim e or the 
item is lo st or irreparably  d amaged, the 
patient may elect to  o btain a new  p iece 
o f equipm ent and  have paym ent made 
o n a m o nthly  basis for the rental o f the 
rep lacem ent o r as a lum p-sum amo unt 
for the purchase o f the item . The 
reaso nable useful lifetim e o f  an item  o f 
equipm ent is 5 years unless the 
Secretary d eterm ines that 5 years is 
inappro priate.
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Sectio n 1834(a)(8) o f the A ct sp ecifies 

how  the purchase p rice that is 

reco gnized  for capped  rental item s is 
d eterm ined . Sectio n 1834(a)(8)(A ) o f the 

A ct requires each carrier to  co m pute a 

base lo cal purchase price equal to the 
average o f the purchase p rices on claim s 
subm itted  o n an assignm ent-related  

basis for the new  item s supplied  during 

the 6-m o nth perio d  end ing w ith 
Decem ber 1986. Each carrier m ust then 

co m pute a lo cal purchase price for each 

particular item , w hich, in 1989 and 
1990, is equal to  the base lo cal purchase 

price, increased  by the percentage 
increase in the CPI-U for the 6-m o nth 

period end ing w ith Decem ber 1987.
A lso  in 1991, the upd ated  base lo cal 

purchase price for capped  rental item s 
is d ecreased  by  the percentage by w hich 
the average o f the reaso nable charges for 
claim s paid  for these item s is lo w er than 
the average o f the purchase prices 
subm itted  for these item s during the 
final 9 m o nths o f 1988. Fo r each 
subsequent year, the fee sched ule 
amo unts are equal to  the natio nal 
lim ited  paym ent am ounts increased  by 
the covered  item  update.

7. Covered  Item Update

Sectio n 1834(a)(14) o f the A ct 
provides for a Covered item  upd ate to 
the natio nal lim ited  paym ent am ounts 
for 1991 and subsequent years. The 
covered  item  update, as d efined  und er 
sectio n 1834(a)(14)(B) o f the A ct, is 
equal to the percentage increase in the 
CPI-U  for the 12-m o nth perio d  end ing 
w ith June o f the previo us year. Sectio n 
1834(a)(14)(A ) o f the A ct sp ecifies that 
the co vered  item  update for 1991 and 
1992 is a red uctio n o f 1 percentage 
po int in the CPI—U.

8. N atio nal Lim ited  Payment A m ounts

Sectio ns 1834(a) (2), (3), (8) and (9) o f 
the A ct pro vide for app licatio n o f a 
natio nal lim ited  paym ent am ount. The 
natio nal lim ited  payment amount is 
co mputed  as fo llo w s:

• The 1991 natio nal lim ited  payment 
amo unt is equal to:
— 100 percent o f the lo cal payment 

amo unt if  the lo cal paym ent amo unt 
is neither greater than the w eighted 
average no r less than 85 p ercent o f the 
w eighted  average o f all lo cal payment 
am ounts;

—The sum  o f 67 percent o f the lo cal 
payment am o unt p lus 33 percent o f 
the w eighted  average o f all lo cal 
payment am ounts if  the lo cal payment 
am ount exceed s the w eighted average; 
or

—The sum o f 67 p ercent o f the lo cal 
paym ent am ount p lus 33 percent o f 
85 percent o f the w eighted  average o f 
all lo cal payment am o unts if  the lo cal

payment amo unt is less than 85 
percent o f the w eighted  average.

• The 1992 natio nal lim ited  payment 
am ount is equal to:

— 100 percent o f the lo cal payment 
am o unt if  the lo cal paym ent amount 
is neither greater than the w eighted  
average no r less than 85 p ercent o f the 
w eighted  average o f all lo cal payment 
am ounts;

—The sum o f 33 percent o f the lo cal 
payment amo unt p lus 67 percent o f 
the w eighted  average o f all lo cal 
paym ent amo unts if  the lo cal payment 
am o unt exceed s the w eighted  average; 
or

—The sum o f 33 percent o f the lo cal 
payment amo unt p lus 67 percent o f 
85 percent o f the w eighted  average o f 
all lo cal payment am ounts if  the lo cal 
payment amount is less than 85 
percent o f the w eighted average.

• Fo r 1993 and subsequent years, the 
natio nal lim ited  payment amo unt is 
equal to:
— 100 percent o f the lo cal payment 

amo unt if  the lo cal payment amount 
is neither greater than the w eighted  
average nor is less than 85 percent o f 
the w eighted  average o f all lo cal 
payment am ounts;

— 100 percent o f the w eighted average o f 
all lo cal payment am ounts if  the lo cal 
payment amo unt exceed s the 
w eighted average; or 

— 85 percent o f the w eighted average o f 
all lo cal payment am ounts if  the lo cal 
payment amount is less than 85 
percent o f the w eighted  average.

9. Exceptio ns and A d justm ents

Sectio n 1834(a)(10) o f the A ct 
provides for the fo llow ing excep tio ns 
and ad justm ents: *

• Sectio n 1834(a)(10)(A ) o f the A ct 
provides for excep tio ns to  be mad e to 
the am ounts reco gnized  und er this 
sectio n to take into  acco unt the unique 
circum stances o f covered  item s 
furnished  in A laska, Haw aii, o r Puerto  
Rico .

• Sectio n 1834(a)(10)(B) o f the A ct 
provides that, for covered  item s 
furnished on or after January 1 ,1989 
and before January 1 ,1991, the 
Secretary  is preclud ed  from applying 
the inherent reaso nableness pro v isio ns 
und er § 405.502 to  co vered  item s and 
supp liers o f such item s.

• Sectio n 1834(a)(10)(C) o f the A ct 
pro vid es that, in o rd er to  perm it an 
attending physician tim e to  d eterm ine 
w hether the purchase o f a 
transcutaneo us electrical nerve 
stim ulato r (TENS) is m ed ically  
appro priate for a particular patient, the 
Secretary  may d eterm ine an appro priate 
paym ent amo unt for the initial rental o f

the item  for a period  o f no t more than 
2 m o nths. If  the item  is subsequently  
purchased , the paym ent am ount is 
d eterm ined  using the method olo gy for 
inexp ensiv e and o ther ro utinely  
purchased  DME, d iscussed  above.

10. O ther Statuto ry Pro v isio ns

Sectio n 1834(a)(ll)(A ) o f the A ct 
requires a sup p lier o f a co vered  item  for 
w hich rental paym ent is made und er 
sectio n 1834(a) o f the A ct to  co ntinue to 
supply the item  w itho ut charge (o ther 
than a charge for the m aintenance and 
serv icing o f the item) after rental 
paym ents may no  lo nger be made. If a 
supp lier kno w ingly  and w illfully  
v io lates the pro v isio ns d iscussed  above, 
the Secretary  may app ly  sanctio ns 
against the sup p lier und er sectio n 
1842(j)(2) o f the A ct in the sam e m anner 
such sanctio ns may app ly  w ith respect 
to  a physician.

Sectio n 1834(a)(ll)(B) o f the A ct 
autho rizes the Secretary  to  require, for 
sp ecified  co vered  item s, that payment 
be mad e o nly  if  a physician has 
pro vided a w ritten o rd er to  the supp lier 
for the item  befo re its d elivery.

Sectio n 1834(a)(12) o f the A ct permits 
the Secretary  to  d esignate o ne carrier for 
each region to  p ro cess all claim s w ithin 
the region for co vered  item s und er 
sectio n 1834(a) o f the A ct.

Sectio n 1834(a)(13) o f the A ct d efines 
the term “ co vered  item ”  for purposes o f 
sectio n 1834(a) o f the A ct as d urable 
m ed ical equipm ent (as d efined  in 
sectio n 1861(n) o f the A ct), includ ing 
equipm ent d escribed  in sectio n 
1861(m )(5) o f the A ct.

Sectio n 1834(h)(4) o f the A ct d efines 
the term “ co vered  item ”  for purpo ses o f 
sectio n 1834(h) o f the A ct as the 
fo llo w ing:

• Pro sthetic d ev ices (d escribed  in 
sectio n 1861(s)(8) o f the A ct) but not 
includ ing parenteral and enteral 
nutritio n nutrients, sup p lies, and 
equipm ent; and

• O rtho tics and  pro sthetics (described  
in sectio n 1861(s)(9) o f the A ct) excep t 
for intrao cular lenses or m ed ical 
supplies (includ ing catheters, catheter 
supp lies, o sto my bags, and supplies 
related  to o sto my care) furnished  by a 
hom e health agency und er sectio n 
1861(m )(5) o f the A ct.

Sectio n 1834(a)(1)(D) o f the A ct 
pro vides for a 15 p ercent red uctio n in 
paym ent am o unts for paym ents 
co m puted  und er sectio n 1834(a)(1)(B) o f 

^the A ct fpr seat-lift chairs and TEN S 
units furnished  on o r after A pril 1,1990. 
Paym ent am o unts for TEN S units 
furnished  o n or after January 1 ,1991 
shall be red uced  by  an ad d itio nal 15 
percent. Effective January 1 ,1991, 
sectio n 1861(n) o f the A ct exclud es seat-
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lift chairs from the d efinitio n o f DME 

but includ es the seat-lift m echanism .

W e have no t includ ed  any  d isc u sió n  o f 

seat-lift chairs in  th is interim  final rule 

w ith co m m ent p erio d  but intend  to  
co nform the change in the statuto ry 

requirem ents for the coverage o f  seat-lift 

chairs in a separate rulem aking 
d ocum ent.

III. Pro v isio ns o f  This interim  Final 
Rule

Sectio n 1834 o f the A ct requires the 
establishm ent o f fee sched ules und er 
M edicare Part B (and und er M ed icare 
Part A  fo r an HHA) fo r paym ent o f 
charges for co vered  DME, pro sthetics, 
and ortho  tics. In general, paym ent is 
lim ited  to the lo w er o f the actual charge 
for the item  o r the fee sched ule am ount. 
The item s are c lassified  Into  the 
fo llow ing six  groups fo r purpo ses o f 
d etermining the fee sched ules and  
making paym ents:

• Inexpensive o r ro utinely  purchased  
DME.

• Items requiring frequent and 
substantial serv icing.

• Certain custo m ized  item s.
• Oxygen and  o xygen equipm ent.
• Pro sthetic and o rtho tic d ev ices.
• O ther DME (capped  rental item s).
Paym ent based  o n the fee sched ules is

effectiv e w ith co v ered  item s furnished  
on o r after January 1 ,1989. In 1991 and  
in subsequent years, the fee sched ules 
are ad justed  to  reflect changes in the 
level o f the C PI-IJ. A fter ad justm ent fo r 
the annual d ed uctible am ount, M ed icare 
pays 89 p ercent o f the lo w er o f  the 
actual charge or the fee sched ule 
amount. In ad d itio n, sectio n 
1834(a)(lQ )(B) o f  the A ct pro v id es that, 
for covered  item s furnished  on o r after 
January 1 ,1991, the pro v isio ns o f 
sectio ns 1842(b) (8) and  (9) o f the A ct, 
w hich invo lv e ad justm ents fo r inherent 
reaso nableness, w ill app ly  to  the 
covered  item s and  sup p liers o f  such 
items.

In d efining the area to  u se as the basis 
fo r com puting paym ent rates, Co ngress 
uses several d ifferent term s (carrier 
serv ice area, area, and  lo cality) 
interchangeably . (See sectio ns 
1834(a)(2)(B), 1834(a)(8)(A K0(D , and 
1834(a)(9)(A )(i) o f  the A ct.) In the 
absence o f  Co ngressio nal d irectio n, w e 
intend  to  co nsid er the use o f each o f  
these terms to  m ean the carrier serv ice 
area for purpo ses o f ad m inistering the 
fee sched ule paym ent pro v isio ns. 
Therefo re, the fee sched ule am o unts are 
d eterm ined  o n a carrier-sp ecific  basis 
using the current carrier aerv ice areas, 
excep t that if  a carrier serv ice area 
includ es m o re than o ne entire State, 
then the fee sched ule am o unts w ill be 
d eterm ined  on a sing le State basis. W e

no te that in  the JCansas C ity  and 
W ashington, DC m etro p o litan areas, 
w hich includ e po rtio ns o f more than 
o ne State, but no t m ore than o ne entire 
State, the entire carrier serv ice area w ill 
be used  in d eterm ining the fee sched ule 
am ounts. A lso , d ue to  the merging o f the 
reaso nable charge data base and  screens 
in 1981 for the carrier serv ice areas 
ad m inistered  by Em pire Blue Cross and 
Blue Shield  and  Group Health 
Inco rpo rated , bo th o f  these carriers use 
unifo rm  DME pricing. W e see no  need  
to  rev ise the uniform pricing in  these 
tw o  New  Yo rk carrier areas. Such 
rev isio n w ould  be inco nsistent w ith the 
allo w able charge d ata in effect prio r to 
the fee sched ule m ethod ology. A s such, 
the tw o  carriers w ill co ntinue to 
d evelop unifo rm  DME p ricing, the effect 
treating the tw o  carrier serv ices areas as 
one.

On N ovember 6 ,1991 , w e published  
a separate pro po sed  ru le (56 FR 56612) 
that w ould  red uce to  4 o r 5 the num ber 
o f carriers that hand le claim s fo r DME, 
pro sthetic and  o rtho tic d ev ices. W hen 
the pro p o sed  ru le is mad e final and  
these new  carriers begin pro cessing 
claim s, the fee sched ule am o unts w ill be 
d eterm ined  on a sing le State basis.

Because the fee sched ule am o unts 
vary by carrier send ee area, w e are no t 
publishing  tho se am ounts in  this 
d o cum ent; rather, interested  ind iv id uals 
o r o rganizatio ns may o btain info rm atio n 
d irectly  from the app ro p riate carrier 
about the fee sched ule am ounts that w ill 
app ly  to  sp ecific  item s from the 
appro priate carrier.

A . ine xpensive  o r  Rou t ine ly Purcha se d  
DM E

Und er sectio n 1834(a)(2) o f the A ct, 
inexpensiv e DM E is d efined  as 
equipm ent w ho se purchase p rice d o es 
no t exceed  $150. Using the H CFA  
Common Pro ced ure Co d ing Sy stem  
(HCPCS) co d es, w e co m plied  a natio nal 
list o f Item s w ho se purchase p rices do  
no t exceed  $150; To  co m p ile the list, w e 
requested  that each carrier subm it 
purchase price info rm atio n o n  all item s 
o f DME.

In the absence o f a statuto ry d irective 
that d efines the perio d  for d eterm ining 
w hich item s are inexp ensiv e, w e 
selected  the perio d  July  1 ,1986 through 
June 30,1987, W e selected  this period  
because it is the sam e 12-m o nth perio d  
required  by  sectio n 1834(a)(2H B)(i) o f 
the A ct for calcu lating  the base fee 
sched ule am o unt fo r inexp ensiv e 
eq u ip m ent

W e d eterm ined  w hich item s are to  be 
includ ed  in  d ie inexpensiv e catego ry 
based  on the natio nal w eighted  m ean 
subm itted  charg e fo r p urchase o f  the 
item , The natio nal list o f  HCPCS co d es

fo r equip m ent d eterm ined  to  be 
inexp ensiv e DM E w as furnished  to 
carriers through an ad m inistrative 
instructio n (Transm ittal No. 1279, 
issued  in N o vember 1988), w hich added 
a new  sectio n 5102 to  the M ed icare 
Carriers M anual (HCFA  Pub. 14-3), W e 
are no t includ ing  that list in  this 
d o cum ent as it requires perio d ic 
rev isio n. W e believ e that publicatio n in 
the Fed eral Reg ister o f  the p erio d ic 
rev isio ns w o uld  be ad m inistratively  
burd enso m e and  tim e-co nsum ing.

If an item  o f equipm ent is includ ed  on 
the natio nal list, w e w ill co ntinue to  
co nsid er it an inexp ensiv e item , fo r 
purpo ses o f  these pro v isio ns, ev en if, 
because o f  inflatio n, its average 
subm itted  charge exceed s $150 in a 
subsequent year. W e d o  no t believ e that 
it w as the intent o f  Congress that the 
effect o f  inflatio n o n inexpensiv e item s 
w o uld  change the o riginal d efinitio n o f  
tho se item s. Had Congress intend ed , w e 
believ e it w o uld  hav e stated  that intent 
and pro v id ed  the m etho d o lo gy for 
reco in puts lio n.

Und er sectio n 1834(a)(2) o f the A ct, 
the Secretary d eterm ines that an item  
rep resents ro utinely  purchased  DME if  
it is acquired  by purchase at least 75 
percent o f the tim e. W e requested  data 
from each carrier on purchase and  rental 
info rm atio n. W e asked  the carriers to  
id entify  w hich item s o f  DM E are 
purchased  and  w hich item s o f DM E are 
rented  and  no t subsequently  purchased . 
In the absence o f  a statuto ry d irectiv e 
that d efines the perio d  fo r d eterm ining 
w hich item s are ro utinely  purchased , 
w e selected  the perio d  July  1 ,1986  
thro ugh June 30 ,1987  because it is the 
same 12-m o nth perio d  required  by  
sectio n 1834{aX2){BXi) o f  the A ct for 
calculating  the base fee sched ule 
am o unt for ro utinely  purchased  
equipm ent. W e then d eterm ined  w hich 
item s are to  be includ ed  in  the 
frequently  purchased  category based  o n 
w hether the item  w as purchased  75 
p ercent o f  the tim e o n a natio nal basis. 
The natio nal list o f  HCPCS co d es fo r 
equipm ent d eterm ined  to  rep resent 
ro utinely  purchased  DME w as furnished  
to  carriers thro ugh the im plem enting 
instructio ns.

A no ther alternativ e in the w ay w e 
catego rize inexp ensiv e equip m ent is to  
use the sup p lier's subm itted  purchase 
p rice to  d eterm ine w hether an item  is 
inexpensiv e. If  the subm itted  purchase 
p rice, that is, the actual charge, is less 
than $150, the item  w o uld  be 
co nsid ered  inexp ensiv e ev en if  the item 
w as in ano ther catego ry , such as 
cap ped -rental, frequent serv icing, o r 
o xyg en equipm ent. W e realize that this 
alternate m etho d o lo gy m ay create 
Inco nsistencies am ong carrier



5 7 6 8 0  Fe d e ral  R eg ister /  V .ol. 5 7 , N o, 2 3 5  /  M ond ay, D ecem b er 7, 199 2  /  Rules an d  R egulations

jurisd ictio ns and may no t be co nsistent 

w ith the natio nal lim ited  paym ent 
am ounts that go  into  effect in 1991. Fo r 
exam ple, a capped  rental item  in one 
jurisd ictio n m ay be co nsid ered  

inexpensiv e in an ad jacent jurisd ictio n. 
Fo r these reaso ns, w e are interested  in 
receiv ing co m m ents regarding this 
alternate m ethod ology.

Payment for inexp ensiv e o r ro utinely  
purchased  DME is m ad e for either rental 
or p urchase o f the equipm ent, but the 
to tal amo unt reco gnized  fo r payment 
purposes for a p articular item  may no t 
exceed  the am o unt allo w ed  fo r the item  
if  purchased . Thus, fo r rental and 
purchase charges in to tal, w e w ill pay 
no  m ore than the lo w er o f the actual 
charges o r purchase fee sched ule 
am ounts (less any d ed uctibles and 
co insurance) fo r these item s.

In calculating  the average reaso nable 
charge for d eterm ining paym ent for 
inexp ensive and  ro utinely  purchased  
DME und er sectio n 1834(a)(2) o f the 
A ct, the carriers w ill calcu late the 
w eighted  m ean o f the allo w ed  charges 
for d ie item s. W e cho se this calculatio n 
because the allo w ed  charge is the 
carrier's d eterm inatio n o f the reaso nable 
charge for an item , and  the w eighted  
m ean is the custo m ary m etho d  o f 
calculating  an average.

The earners calcu late separate fee 
sched ules for rental and for purchase o f 
new  and  used  equip m ent in the carrier 
serv ice area. The carrier serv ice area is 
d efined  as the entire area serv iced  by 
the carrier no t to  exceed  the bo und ary 
o f any State excep t fo r tho se carriers 
serv icing the Kansas City  and  
W ashingto n, DC m etro po litan areas.
This m ethod olo gy establishes fee 
sched ules o n the basis o f a sing le 
lo cality  per carrier excep t tho se 
serv icing m ultip le States. (A s no ted  
above, o n N o vem ber 6 ,1991 , w e 
published  a separate pro po sed  rule (56 
FR 56612) that w o uld  red uce to  4 o r 5 
the num ber o f carriers that hand le 
claim s fo r DME, p ro sthetic and  o rtho tic 
d ev ices. W hen the pro po sed  rule is 
made final and  these new  carriers begin 
pro cessing  claim s, the fee sched ule 
am o unts w ill be d eterm ined  o n a sing le 
State basis.) In the o verw helm ing 
m ajo rity  o f situatio ns, the reaso nable 
charge for used  equip m ent is lo w er than 
the reaso nable charge fo r new  
equipm ent. Using separate fee 
calcu latio ns fo r new  and  used  
equipm ent pro v id es reco gnitio n o f the 
d ifference in  charges and  elim inates any 
bias tow ard  o verpaying fo r used  
equipm ent o r und erpaying fo r new  
equipm ent that a co m bined  fee 
calcu latio n w o uld  cause.

Und er the reaso nable charge 
m ethod olo gy in effect fo r DM E p rio r to

January 1 ,1989, paym ent co uld  be made 
o n claim s fo r m aintenance and serv icing 
o f purchased  item s paid  for und er 
sectio n 1834(a)(2) o f the A ct. How ever, 
as d iscussed  belo w , sectio n 1834(a)(4) o f 
the A ct, w ith regard to  certain 
custo m ized  item s, d o es pro v id e for an 
am o unt for reaso nable and necessary  
m aintenance and serv icing for parts and 
labo r no t co vered  by the sup p lier’s or 
m anufacturer’s w arranty. W e believe 
that the inclusio n o f a paym ent 
pro v isio n in sectio n 1834(a)(4) o f the 
A ct for m aintenance and serv icing  o f 
purchased  equipm ent, d esp ite the 
absence o f a sim ilar pro v isio n in sectio n 
1834(a)(2) o f the A ct, ind icates that 
Congress reco gnized  the need  to  
m aintain purchased  item s and 
autho rized  paym ent to  m eet that need . 
Therefo re, tor inexpensiv e and o ther 
ro utinely  purchased  item s, w e w ill 
make a separate lump-sum payment, on 
an as needed  basis, for the reaso nable 
and necessary m aintenance and 
serv icing not co vered  und er w arranty.

How ever, w e w ill no t m ake paym ent 
for m aintenance and  serv icing o f rented  
equipm ent in the inexp ensiv e and o ther 
ro utinely  purchased  equipm ent 
category. W e have histo rically  nev er 
allo w ed  separate paym ent for 
m aintenance and serv icing o f rented  
equipm ent because title to  and, thus, 
respo nsibility  for the rented  equipm ent 
rem ains w ith the supp lier o f the 
equipm ent. Rental paym ents mad e o n a 
reaso nable charge basis w ould  have 
includ ed  the sup p lier’s* exp enses for the 
pro v isio n o f m aintenance and serv icing 
o f the rented  equipm ent. Because HCFA  
used  histo rical charge d ata in 
calculating the rental fee sched ule 
am ounts, it has already includ ed  a 
reaso nable am ount for m aintenance and 
serv icing in the fee sched ule. Therefo re, 
no  separate paym ent fo r m aintenance 
and serv icing o f rented  equipm ent is 
pro vid ed  since such paym ent w ould  
rep resent d up licate paym ent for 
m aintenance and  serv icing.

This rule w ill app ly  sim ilarly  to 
situatio ns in w hich a beneficiary  
d ecid es to  co ntinue renting equipm ent 
in this category beyo nd  the purchase 
p rice lim itatio n. Since o w nership  o f the 
equipm ent rem ains w ith the supplier, 
m aintenance and  serv icing o f the 
equipm ent is also  the sup p lier’s 
resp o nsibility .

A s required  by  sectio n 1834(2KB)(i) o f 
the A ct, the average reaso nable charges 
fo r inexp ensiv e o r ro utinely  purchased  
DME, as d eterm ined  for the 12-m o nth 
perio d  end ing June 30 ,1987, w ill be 
ad justed  by the change in the lev el o f 
the C PI-U  fo r the 6-m o nth perio d  
raid ing Decem ber 1987. These ad justed  
am ounts are the fee sched ule am o unts

effectiv e for item s furnished  in 1989 and
1990. Fo r subsequent years, the fee 
sched ule am o unts are equal to  the 
natio nal lim ited  paym ent amo unts 
ad justed  by the co vered  item  upd ate.

Sectio n 1834(a)(2)(C) o f the A ct 
pro v id es fo r a co vered  item  update for 
1991 and  subsequent years, and  sectio n 
1834(a)(14) o f the A ct establishes the 
am o unt o f the update. Fo r 1991 and  
1992, the co vered  item  update is the 
C PI-U  m inus 1 percentage po int. 
Beg inning in 1993, the co vered  item  
update is equal to  the percentage 
increase in the C PI-U  fo r the 12-m o nth 
perio d  end ing w ith June o f the previo us 
year.

Sectio ns 1834(a) (2) and  (3) o f the A ct 
pro v id e for app licatio n o f a natio nal 
lim ited  paym ent am o unt. Sectio n 
1834(a)(8) o f the A ct pro v id es for 
app licatio n o f a natio nal lim ited  
purchase p rice and  sectio n 1834(a)(9) o f 
the A ct pro v id es for app licatio n o f a 
natio nal lim ited  m o nthly  paym ent rate. 
Since the m etho d o lo gy for co m puting 
the paym ent am o unt, purchase price, 
and  m o nthly  paym ent rate is the same, 
for ease o f reference, w e are using o nly 
o ne term— natio nal lim ited  paym ent 
am ount. Sim ilarly , these sectio ns also  
pro v id e for co m putatio n o f lo cal 
paym ent am ount, lo cal purchase price, 
and lo cal m o nthly  paym ent rate. A gain, 
fo r ease o f reference, w e are using lo cal 
paym ent am o unt as equiv alent to  lo cal 
purchase p rice and  lo cal m o nthly  
paym ent rate.

The natio nal lim ited  paym ent amount 
is co m puted  as exp lained  in sectio n
II.A .8 above.

B. Items Requiring Freque nt  a nd  

Substa nt ia l Se rvicing

Und er sectio n 1834(a)(3) o f the A ct, 
w e m ake m o nthly  paym ents fo r the 
rental o f  certain co v ered  item s that 
require frequent and  substantial 
serv icing in o rder to  av o id  risk to  the 
p atient’s health. Sectio n 1834(a)(3) o f 
the A ct sp ecifies that these item s 
inclu d e—

• Ventilato rs.
• A sp irato rs,
• Interm ittent p o sitiv e pressure 

breathing  m achines.
• N ebulizers.
In ad d itio n, o fficials rep resenting the 

DME ind ustry hav e reco m m end ed  that 
w e includ e co ntinuo us passiv e m otio n 
m achines and  co ntinuo us p o sitiv e 
pressure breathing m achines in this 
catego ry o f DME. Based  o n o ur rev iew , 
w e agree that bo th typ es o f m achines 
require frequent and  substantial 
serv icing in o rd er to  av o id  risk to  the 
p atient’s health. Therefo re, w e are 
includ ing  bo th o f  these item s in this 
catego ry.
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Using the d ata for the period  July  1, 

1986 through June 30,1987 (the base 
period  prescribed  und er sectio n 

1834(a)(3)(B)(i) o f the A ct), the carriers 
use the same method olo gy for 
calculating and upd ating the fee 
sched ule amo unts as d escribed  above 
for rental in the inexp ensiv e or 
ro utinely  furnished  DME category.

A t this tim e, payment und er these 
pro v isio ns for item s requiring frequent 

and substantial serv icing  w ill be lim ited  
to  tho se item s listed  above. How ever, 

w e are sp ecifically  requesting public 

co m m ents on o ther item s that may 
require frequent and  substantial 

serv icing, and  sho uld  be includ ed  in 
this payment category. It is o ur 

intentio n, based  on ad m inistrative 
rev iew , to  add o r d elete item s from this 
list and publish tho se changes in the 
M ed icare Carriers M anual. W e believ e 
that this ad m inistrative appro ach fo r 
making changes to  the list w o uld  be the 

most exped itio us w ay o f respo nd ing to  
techno lo g ical changes.

Under the reaso nable charge 
m ethod ology in effect prio r to  January 1, 
1989, payment w as available for 

purchased , as w ell as rented , items 
requiring frequent and substantial 
serv icing. It w as o ur initial judgment 

that Congress d id  no t intend  to  preclud e 
payment for the purchase o f these item s. 
The initial carrier m anual im plem enting 
instructio ns pro vided for payments for 

such purchases and for subsequent 
m aintenance and  serv icing for item s 
furnished  on or « fier January 1,1989. 

How ever, based  upon further study o f 

the statute, w e no w  believ e that the 

statute d oes no t pro vid e for co ntinued  

purchase; no r d o es it autho rize payment 
for m aintenance and  serv icing o f such 

equipm ent. A cco rd ing ly , for item s 
furnished  on or after June 1 ,1989, 

payment w ill be o nly  for rental item s 

w ith no  pro v isio n for m aintenance, 

serv icing, or rep lacem ent. W e rev ised  

the M ed icare Carriers M anual 

instructio ns (See Transm ittal No. 1310, 

issued  in June 1989.) to  im p lem ent this 

rev ised po licy .

C. Ce rta in Custom ize d  Items

Under sectio n 1834(a)(4) o f the A ct, 

w e make lum p-sum  paym ents for 

certain item s that are uniquely  

co nstructed  or substantially  m o d ified  to 
meet the sp ecific  need s o f an ind iv id ual 

patient and  for that reaso n canno t be 

grouped w ith sim ilar item s fo r purposes 
o f M ed icare paym ent. Paym ents are 

based  on the carrier’s ind iv id ual 

co nsid eratio n o f the item  and includ e a 

separate lump-sum paym ent for the 

reaso nable and necessary  m aintenance 

and serv ice for parts and  labo r not 

covered  by thé sup p lier’s or

m anufacturer’s w arranty, w hen 

necessary during the perio d  o f m ed ical 
need .

Sectio n 4152(c)(4)(B)(i) o f  Pub. L. 

101-508 amend ed  sectio n 1834(a)(4) o f 
the A ct to  d efine w hich w heelchairs are 
to  be treated  as custo m ized  item s. The 
statutory d efinitio n w as to  take effect on 
January 1 ,1992  unless the Secretary  

d evelo ped  sp ecific  criteria befo re that 
date for the treatment o f w heelchairs as 
custo m ized  item s in w hich case the 

statutory d efinitio n w ould  no t beco m e 

effective. On Decem ber 20,1991, the 

Secretary  ’s d efinitio n o f all custo m ized  
item s, includ ing custo m ized  

w heelchairs, w as published  in an 
interim  final rule w ith co m m ent perio d  

in the Fe d e ra l  R e g is te r (56 FR 65995). 
This d efinitio n is set forth at 

§ 414.224(a) and supersed es the 
d efinitio n in sectio n 1834(a)(4) o f the 
A ct.

D. Oxygen a nd  Oxyge n Equipme nt

Sectio n 1834(a)(5) o f the A ct pro v id es 
for a m o nthly  payment amount per 

beneficiary  for oxygen and oxygen 
equipm ent. A n add-on payment is made 

w hen portable oxygen equipm ent is 
used  in ad d itio n to  stationary 

equipm ent. A s d escribed  in sectio n 

1834(a)(9) o f the A ct, separate m onthly  

paym ent amo unts are set for oxygen 
co ntents and stationary oxygen 

equipm ent and fo r po rtable oxygen 
equipm ent. Fo r oxygen co ntents and 

statio nary oxygen equipm ent, the carrier 
co m p utes a payment rate on the basis o f 
a base lo cal average m o nthly  payment 

rate per beneficiary  that is equal to  the 

to tal reaso nable charges for the oxygen 
co ntents and statio nary oxygen 

equipm ent for the 12-m o nth perio d  
end ing Decem ber 1986 d iv id ed  by the 
to tal num ber o f m o nths for all 
beneficiaries receiv ing tho se item s for 
the sam e period . To  d eterm ine the fee 
sched ule for 1989 and 1990, the base 
am ount is m ultip lied  by 95 percent and 
then is ad justed  by the change in the 
CPI-U  fo r the 6-mo nth perio d  end ing 
Decem ber 1987.

Fo r po rtable oxygen equipm ent, the 
carrier co m putes a payment rate on the 
basis o f a base lo cal average m o nthly  
paym ent rate that is equal to  the to tal 
reaso nable charges for po rtable 
equipm ent for the 12-m o nth perio d  
end ing Decem ber 1986 d iv id ed  by the 
to tal num ber o f m o nths for all 
beneficiaries receiv ing that item  for the 
sam e perio d . Oxygen co ntents are not 
includ ed . To  d eterm ine the fee sched ule 
for 1989 and 1990, the base am ount is 
m ultip lied  by  95 percent and then 
ad justed  by the change in the C PI-U  for 
the 6-m o nth perio d  end ing Decem ber 
1987. W e have d ecid ed  to  exclud e

purchased  equipm ent from the payment 
co m p utatio n since purchased  
equipm ent w ill not be paid  for und er 
the fee sched ule m etho do lo gy.

Since there w ill be so m e purchased  
system s in use for w hich there w ill be 
o nly  a requirem ent fo r oxygen co ntents, 
w e are requiring carriers to  co m pute a 
“ co ntents o nly ”  m o nthly  fee sched ule 
am ount using the sam e m etho do lo gy as 
above, excep t that the calcu latio ns w ill 
be based  o n o xygen co ntents (gas or 
liquid ) exclusiv e o f any equipm ent 
charges. Fo r purchased  oxygen systems 
there w ill be no  paym ent for equipm ent. 
The “ co ntents o nly ”  m o nthly  fee 
sched ule amo unt w ill be paid  for 
prev io usly  purchased  liquid  or gaseous 
system s. No paym ent w ill be mad e for 
prev io usly  purchased  co ncentrato rs. 
Sim ilarly , there w ill also  be a po rtable 
co ntents o nly  fee sched ule amo unt 
established  and paid  w hen a po rtable 
system is either o w ned o r rented  and a 
co ncentrato r is o w ned o r no  statio nary 
system o f any type is used . The portable 
co ntents o nly  fee is co m puted  by 
d iv id ing the allo w ed  charges for 
po rtable o xygen by  the num ber o f 
m o nths o f all beneficiaries receiv ing the 
item  d uring the period . Paym ent for 
oxygen use is also  affected  by the 
oxygen flo w  rate. If the attending 
p hysician prescribes an o xygen flow  
rate exceed ing fo ur liters per m inute, 
the paym ent am o unt fo r the oxygen 
co ntents and statio nary oxygen 
equipm ent, subject to  a lim it for tho se 
cases in w hich po rtable equipm ent is 
also  used , is increased  by 50 percent. If 
the prescribed  o xygen flo w  rate is less 
than o ne liter p er m inute, the fee 
sched ule am o unt for the item  is 
d ecreased  by 50 percent. Und er sectio n 
1834(a)(5) o f the A ct, fo r tho se cases in 
w hich po rtable equipm ent is used  and 
the o xygen flo w  rate exceed s four liters 
per m inute, the increase to  the fee 
sched ule for o xygen and oxygen 
equipm ent is lim ited  to  the higher o f the 
fee sched ule for portable o xygen 
equipm ent o r the 50 percent increase for 
the flo w  rate ad justm ent.

Sectio n 1834 o f the A ct is silent 
regarding vo lum e ad justm ents w hen the 
prescribed  o xygen liter flo w  varies 
acco rd ing to  the circum stances o f the 
patient. Therefo re, w e intend  to  app ly 
the vo lum e ad justm ent in the fo llow ing 
m anner. If  the prescribed  oxygen liter 
flo w  rate is d ifferent fo r the statio nary 
o xygen equipm ent than it is for the 
portable o xygen equipm ent, w e believ e 
that, for ease o f ad m inistratio n, carriers 
sho uld  use the prescribed  amo unt for 
statio nary equipm ent because, in terms 
o f tim e, it is the m ost frequently  used  
equipm ent. Carriers w ould  have no  
cred ible w ay o f d eterm ining  the
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pro po rtion o f  tim e patients, used  their 
statio nary equip m ent in  relatio n to  their 

portable equipm ent. Sim ilarly , w e 
believ e the paym ent am o unt sho uld  be 
based  o n the prescribed  flo w  rate for 

patients at rest, rather than the exercise 
rata; again, because the rest flo w  rate 

o ccurs more frequently. Carriers w ould  
hav e no  cred ible w ay o f d eterm ining the 

pro portio n p atients used  their po rtable 
equipm ent w hile exercising rather than 

using statio nary equip m ent w hile at 
rest. W e believ e that use o f  po rtable 
equip m ent in relatio n to  statio nary 

equip m ent is so- infrequent as to  be 
inco nsequential, and  it w o uld  no t be 
w orth th e  ad m inistrative co sts required  
for carriers to  calcu late the d ifferentials, 

If the prescribed  oxygen liter flo w  is 

d ifferent fo r day. and night use, w e 
b eliev e that i t  is m o re equitable for the 

carrier to  ap p ly  an average o f  the tw o 
rates sin c e  m e'p erio d s or use fo r day 
and night are m o rs nearly  equal.

Fo r 1989 and  1990, the base m o nthly  
payment amo unt fo r o xygen and  o xygen 

equipm ent is  100 p ercent o f  the lo cal 

average m o nthly  paym ent rate. Fo r 1991 
and subsequent years, the lo cal average 
m o nthly  paym ent am o unt is ad justed  by 

the co vered  item  upd ate and app licatio n 
o f the natio nal lim ited  paym ent am o unt 
as d escribed  abo v e fo r rental in the 
inexpensiv e o r ro utinely  fu rnish« ! DME 
category.

E. Prosthe tic a nd 'Ot tho t ic  Devices

Sectio n 1834(h) o f  th e  A ct pro v id es 
that paym ent be m ad e on a lump-sum 
basis fo r pro sthetic and  o rtho tic d ev ices 

' and sets forth the sp ecific  paym ent 

p ro v isio ns ap p licable to th is catego ry o f 
covered  item s. Und er sectio n 

1834(h)(2)(A ) o f  the A ct, the carrier 
co m putes a base lo cal purchase p rice 

equal to  the average reaso nable charge 

in the carrier serv ice area for each o f the 
o ther co v ered  hem s that are furnished  

d uring the p erio d  Ju ly  1 ,1986 through 

June 30,. 1987, and  ad justs the p rice by 

the change in  the level o f theG Pl-U  for 

th e  6-mo nth perio d  end ing  Decem ber 
1987.

The carrier d eterm ines the* average 
reaso nable charg e in the area for the 
purchase o f the item , based  on the mean 
o f the carrier’s  reaso nable charges fo r 
the item . In d eterm ining the paym ent 
for 1991 through 1993\ the carrier 
upd ates the lo cal purchase p rice for the 
item fo r the preced ing year by the 
ap p licable parcenfoge increase; Fo r 
1991,. the ap p licable percentage increase 
provided  by sectio n 1834(h)C4) o f the 
A ct is Q percent. Fo r 1992 and  1993, the 
ap p licable percentage increase is  equal 
to the change in the level o f the C Pl-U  
for the 12-m o nth perio d  end ing w ith 
June o f the prev io us year. Fo r 1992, w e

w ill also  co m pute a regio nal purchase 
price equal to  (he average, w eighted  by 
the relative vo lume o f all claim s, o f the 
lo cal p urchase p rices for the carriers in 
th e  region. Fo r each  subsequent year, 
the regio nal purchase price is increased  
by the ap p licable percentage increase. 
Fo r w eighting, w e intend  to  use the to tal 
claims^ vo lum e for each carrier in each 
region. W e co nsid ered  the po ssibility  
that the statuto ry-requirem ent to  w eight 
by the relative* vo lum e o f all claim s may 
have been intend ed  to  m ean the relative 
vo lum e o f chum s o n an item -by-item 
basis. W e rejected  the item -by-i tern 
appro ach because w e believ e the chance 
o f a g ro ss erro r in data co llectio n o f 
frequency co unts is significantly  less for 
a sing le aggregate co unt in co ntrast to 
the chances fo r erro r in co mputing 
hund red s o f frequency  co unts. Fo r item s 
that are no t co m m o nly  billed , even 
mod est erro rs in frequency co unts co uld  
create unfair w eights. Fo r 1994 onw ard, 
w e w ill upd ate the regio nal purchase 
p rice by the change in d ie level o f the 
C PI-U  fo r the 12-m o nth p erio d  end ing 
w ith June o f the previo us year.

Fo r 1989 through 1991, the fee 
sched ule am ount for pro sthetic and  
o rtho tic d ev ices is 100’ percent o f the 
lo cal purchase price. Fo r 1992, the fee 
sched ule am o unt fo r the item  is equal to  
75 percent o f  the lo cal purchase price- 
end 25 p ercent o f the regio nal purchase 
price. Fo r f 993, the fee sched ule 
am o unt fo r the item  is equal! to 50 
p ercent o f  the lo cal purchase p rice and 
50 percent o f  the regional purchase 
price; Fo r 1994 and5 subsequent years, 
the fee sched ule am o unt fo r the item  is 
100 percent o f  the regio nal purchase1 
price.

The fee sched ule am ount for 
pro sthetic and o rtho tic d ev ices is the 
amo unt reco gnised  as the p urchase 
price. How ever, fo r 1992, d ie fee 
sched ule amo unt for th e  item may no t 
be m o re then 125 percent, no r lo w er 
than 85 percent, o f the average o f the 
am o unt reco gnized  as d ie  p urchase 
price fo r th e  item for all carrier serv ice 
areas in the United  States. Fo r 1993 and 
subsequent years, the fee sched ule 
amo unt for the item  may no t be more 
than 120 percent,, no r lo w er th an 90 
percent, o f the average-o f the amo unts 
reco gnized  as the purchase-price fo r the 
item  for all carrier serv ice areas in d ie 
United  States.

F. Othe r  D M E (Ca pped  Renta l I t em s}

Und er sectio n 1834(a)(7) o f the A ct* 
paym ent is-made on a m o nthly  b asis for 
the rental o f o ther item s o f DME that are 
no t paid  for und er d ie o ther five classes 
o f item s set forth in  sectio ns 1834(a)(2) 
thro ugh (5) and  sectio n 1834(h) o f the 
A ct. Fo r capped  rental DME item s

furnished  o n or after January 1,1991, 
sup p liers m ust o ffer s purchase-o ption 
o f benefic iaries d uring the 10th 
co ntinuo us rental m o nd i; and for 
pow er-d riven w heelchairs, a purchase 
o ptio n must also  b e  mad e at th e  tim e the 
equipm ent is  in itially  fo m ished . IT the 
beneficiary  d o es no t exercise the 
purchase o ptio n, paym ent for the 
equip m ent may no t exceed  e  perio d  o f  
co ntinuo us use o f lo ng er than 15 
m onths. If  the  beneficiary  elects the 
purchase o p tio n in  th e  10th mo nth, 
paym ent m ay no t exceed  a p erio d  o f 
co ntinuo us use o f lo ng er than 13 
m onths. On th e  first day after t-3 
co ntinuo us rental m o nths have been 
paid , the sup p lier must transfer title  to 
the equipm ent tath e  beneficiary ; In the 
case o f pow er-d riven w heelchairs, i f  the 
beneficiary  elects the purchase o p tio n at 
the tim e the equipm ent is initially  
furnished ’, p aym ent is made on a lum p 
sum basis.

The m o nthly  paym ent am ount for 
rental equ ip m ent m ay no t exceed 510 
percent o f th e  purchase price fo r the 
first 3 m o nths o f rental and  7.5 percent 
o f the purchase p rice fo r the rem aining 
rental m onths. A s required  und er 
sectio n 1834(a)(8)(A )(i)('II) o f the A ct, 
the carrier co m putes a base lo cal 
purchase p rice equal to  the average o f  
thep u rchase p rices on d ie claim s 
subm itted  o n  an assignm ent-related  
basis fo r th e  unused  item s supp lied  
during the-p erio d  July  1 ,1986  through 
D ecem ber31,1986.

Th e  H o use Co m m ittee Repo rt 
ind icates that,. ” Bi calcu lating  the 
purchase p rice for this category o f DME. 
the carriers w ould  use the arithm etic 
mean o f  the subm itted5 purchase prices 
* * m ind icated  on claim s that w ere 
subm itted  by supp liers on an assigned 
basis for item s furnished  d uring the 
p erio d  o f  July through Decem ber 1986.”  
(See H.K. Rep . No. 3 9 1 ,100th Cong., let 
Sess. 395 (1087)1)-Thus, in keep ing  w ith 
co ng ressio nal intent, paym ent w ill be 
based  o n subm itted  charges for 1989 
and 1990;

The H ouse Co m m ittee Repo rt also  
states that: “ The Co m m ittee also  expects 
the carriers to  use the info rm atio n about 
purchase p rices that w as subm itted  w ith 
claim s, even tho ugh the item  w as 
reim bursed  on a  rental basis. (Current 
regulatio ns im plem enting th e  rent/  
purchase rules require that bo th rental 
charg es and purchase charges be 
subm itted  on a b ill in o rd er fo r the 
carrier to  m ake arent/ purchase 
d ecisio n.)”  (H.R. Rep . N o . 3 9 1 ,100th 
Cong , 1st Sess. 395-396 (1987).) 
Therefo re, the purchase p rices used  to  
calcu late the paym ent includ es the 
purchase p rices subm itted  on rental 
claim s (in w hich the-purchase
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informatio n w as subm itted  as a result o f 
the rent/ purchase p ro v isio n). This 
w ould  increase the base fo r d eterm ining 
the average purchase price. W e do not 
believe, ho w ever, that each rental 

m onth should  be includ ed  in the base 
because to  do so  w o uld  be an 

unw arranted  d up licatio n o f the same 

info rm ation. Rather, the purchase price 
used  to  make the rent/ purchase d ecisio n 
w ill be co unted  o nce in d eterm ining the 

purchase price regard less o f the length 
o f the rental ep iso d e. The carrier 

d eterm ines the lo cal purchase price for 
1989 and 1990 by ad justing the base 

lo cal purchase p rice by the change in 
the CPI-U for the 6-m o nth perio d  
end ing December 1987.

Fo r 1989 and 1990, the am o unt 
reco gnized  as the purchase p rice for 
o ther DME is 100 p ercent o f the lo cal 
purchase price. How ever, in 1989 and
1990, the fee may be no  m ore than 115 
percent and no  less than 85 percent o f 
the prevailing charge, as d eterm ined  
und er § 405.504, for rental o f the item  in 
January 1987, ad justed  fo r the change in 
the lev el o f the CPI—U for the 6-mo nth 
period  end ing D ecem ber 1987.

Sectio n 1834(a)(8)(A )(ii)(II) o f the A ct 
requires that d uring calend ar year 1991 
the lo cal purchase p rice, increased  by 
the covered  item  update for 1991, be 
d ecreased  by the percentage by w hich 
the average o f the reaso nable charges for 
claim s paid  for all capped  rental item s 
in the carrier serv ice area is lo w er than 
the average o f the purchase p rices 
subm itted  fo r such item s during the 
final 9 m o nths o f 1988. Fo r years after
1991, the lo cal purchase p rice is 
ad justed  by  the covered  item  upd ate.

In ad d itio n, for 1991 and subsequent 
years, the lo cal purchase p rice is lim ited  
by ap p licatio n o f the natio nal lim ited  
payment amount as d escribed  above for 
rental in the inexp ensiv e or ro utinely  
furnished  DME category.

Sectio n 1834(a)(7)(A j o f the A ct 
requires that the Secretary d eterm ine 
the m eaning o f the term "co ntinuo us 
use”  as it is used in d efining the 15- 
month and 13-nio nth perio d s for w hich 
w e make payment fo r capped  rental 
DME item s. On O cto ber 9 ,1991 , w e 
published  an interim  final rule w ith 
co m m ent perio d  in the Fed eral Reg ister 
(56 FR 50821) that pro v id es, at 
§ 414.230, that a perio d  o f co ntinuo us 
use begins w ith the first m onth o f 
m ed ical need  and  co ntinues until the 
patient’s m ed ical need  for a particular 
item o f equipm ent ceases.

The statute is unclear w ith regard to  
the respo nsibility  o f  supp liers fo r 
co ntinued  pro v isio n and m aintenance o f 
item s after 15 m o nths rental in a case in 
w hich there has been a change in 
supp liers d uring the initial 15-m o nth

rental period . Sectio n 1834(a)(ll)(A ) o f 
the A ct, states that, " * * * a sup p lier o f 
a covered  item  for w hich paym ent is 
mad e und er this subsectio n * * * shall 
co ntinue to  supply the item  w itho ut 
charge * * w hen the 15-m o nth 
rental period  end s. If  the beneficiary  
changes supp liers during or after the 15- 
m onth rental perio d , that change w ould  
no t result in a new  rental ep iso d e. Fo r 
exam ple, if  the beneficiary  changed  
supp liers after the 8th m onth o f the 
rental perio d , the new  supp lier w ould  
be entitled  to  the m o nthly  rental fee for 
7 ad d itio nal m onths. The supp lier that 
has pro vid ed  the item  in the 15th m onth 
o f the rental perio d  w ould  be 
respo nsible fo r supplying the equipment 
ana for m aintenance And serv icing after 
the 15-m o nth period .

A s an alternative po sitio n, w e 
co nsid ered  requiring the supp lier that 
had  furnished  the item  for the lo ngest 
po rtio n o f the rental perio d  to  be 
respo nsible fo r the period  o f co ntinuo us 
use o f the equipm ent after the 15-m o nth 
perio d  exp ired . How ever, w e are 
co ncerned  about the po ssible 
inco nv eniences to  the beneficiary  and 
the initial supp lier; for exam ple, the 
lo ngest term supp lier may be lo cated  
so m e d istance from the beneficiary ’s 
resid ence at the end  o f the 15-m o nth 
co ntinuo us use period . In ad d itio n, w e 
do  no t believ e it is appro priate to  
require a supp lier to  serv ice equipment 
that it d id  not furnish and w ith w hich 
it may no t be fam iliar.

W e also  co nsid ered  requiring the last 
supp lier o f an item  to  be resp o nsible for 
a period  o f co ntinuo us use after the 15- 
m onth perio d  but o nly  if  the supplier 
furnished  the item  fo r 3 co nsecutiv e 
m onths. How ever, based  on o ur rev iew  
o f info rm atio n and ad vice received  from 
the DME ind ustry, w e are rejecting  this 
o ptio n because o f the inco nv eniences, 
sim ilar to  tho se d iscussed  in the o ption 
set forth above, that co uld  o ccur. W e 
sp ecifically  request co m m ents o n this 
pro v isio n.

Under o ur regulatio ns in effect prio r 
to  January 1 ,1989, beneficiaries had  the 
o ptio n o f purchasing o r renting DME 
that is covered  und er the pro v isio ns o f 
sectio ns 1834(a) (3), (5) and  (7) o f the 
A ct (item s requiring frequent and  
substantial serv icing , oxygen equipm ent 
and capped  rental item s). Und er initial 
instructio ns im plem enting the new  
DME fee sched ules, w e pro vid ed  fo r the 
rental or purchase o f these item s.

W hile w e tho ught that it w as in the 
beneficiary ’s interest to  allo w  them to  
purchase these item s, after further 
co nsid eratio n, w e no  lo nger believ e that 
the statute pro v id es authority  fo r us to  
co ntinue the purchase o ptio n for item s 
requiring frequent and  substantial

serv icing and  for o xygen. A cco rd ingly , 
fo r these item s furnished  on o r after 
June 1 ,1989, paym ent is m ad e o nly  for 
rented  item s (Transm ittal No. 1310, 
issued  June 1989). Fo r item s furnished 
prio r to  that d ate, w e w ill pay fo r the 
purchase o f these item s as d iscussed  in 
o ur o riginal im p lem enting instructio ns.

Fo r capped  rental item s, sectio n 
4152(c)(2) o f Pub. L. 101—508 rev ised 
the paym ent m etho d o lo gy to  allo w  
purchase in acco rd ance w ith a specified  
sched ule. Thus, beginning in 1991, 
beneficiaries are given a cho ice in the 
10th m o nth o f rental as to  w hether they 
w ant to  purchase these item s, o r for 
po w er-driven w heelchairs, in the first 
m onth.

A fter the 15-m o nth perio d  o f 
co ntinuo us use has exp ired , no  payment 
w ill be mad e for m aintenance and 
serv icing o f the item  d uring the 
succeed ing 6-m o nth perio d  o f m ed ical 
need . Current M ed icare instructio ns 
(sectio n 2100.4 o f the M ed icare Carriers 
M anual) co nsid er m aintenance and 
serv icing as interchangeable term s and 
rep airs as a d ifferent item . W e are, 
therefo re, sp ecifically  d efining 
"serv icing ” , for purpo ses o f the 
pro v isio ns o f sectio n 1834(a) o f the A ct, 
to  includ e any repair.

During the first m o nth o f each 
succeed ing 6-m o nth perio d , a serv ice 
and m aintenance paym ent may be m ade 
fo r each item  in the capped  rental 
category no t co vered  und er any supplier 
or m anufacturer w arranty. The carrier 
m ust establish a reaso nable fee or fees 
for m aintenance and serv icing for each 
id entified  item. H ow ever, in no  case 
may the fee exceed  10 percent o f the 
purchase price. The reaso nable fee for 
m aintenance and serv ice is the o nly 
charge pro vid ed  for after the 15-m o nth 
perio d  o f rental. A  reaso nable and 
necessary  paym ent may be mad e for 
capped  rental item s that are purchased  
und er the purchase o ptio n pro v isio n.

If the benefic iary ’s m ed ical necessity  
is interrupted  after the 15-m o nth period , 
the rules governing co ntinuo us m ed ical 
need , d iscussed  abo ve, w ill also  apply. 
That is, the beneficiary ’s perio d  of 
co ntinuo us use after the initial 15- 
m o nth perio d  co uld  be interrupted  
o ccasio nally  by  vario us facto rs (such as 
ho sp italizatio n) w itho ut being 
term inated . H ow ever, claim s for 
equipm ent (hat are subm itted  after the 
15-m o nth cap  has been reached , and  
w hich p urp o rt to  be fo r a new  perio d  o f 
m ed ical necessity , w ill be subjected  to  
an intense carrier m ed ical review .

Effective January 1 ,1991, if  a capped 
rental item  o f equipm ent has been in 
co ntinuo us use by a beneficiary  on 
either a rental o r purchase basis fo r the 
reaso nable useful lifetim e o f the item ,
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or, if  the equipm ent is lo st or irreparably 

d am aged  the beneficiary  may elect to ’ 

o btain paym ent fo r a rep lacem ent for 
the item . W e w ill m easure the 

reaso nable u sefu l lifetim e o f capped  

rental.equip m ent beginning o n the date 

the equipm ent is d elivered  to  the 

beneficiary . W e w ill no t attempt to 

d eterm ine the actual age o f  the 

equipm ent, lb  w o uld  be infeasib le to  

rev iew  the prio r rental histo ry  o f  

ind iv id ual item s o f  equipm ent; and, 
there are no  paym ent d istinctio ns based  

on age. The m inim um  length o f a useful 

lifetim e fo r capp ed  rental equipm ent is 

5 years, unless w e d eterm ine o therw ise.

Sho uld  the beneficiary  elect to  have 
paym ent mad e fo r a rep lacem ent item ; 

paym ent is mad e o n a rental o r purchase 

basis. If  the o riginal equipm ent w as 
rented , paym ent fo r the rep lacem ent is 

made o n a rental basis using the 

method olo gy fo r cap p ed  rental 

equipm ent. If, ho w ever, the o riginal 
equip m ent w as p urchased , paym ent for 
the rep lacem ent is  m ad e on a lump sum 
purchase'basis.

Sectio n 1834(a)(7) o f  the A ct d o es no t 
d efine the lo cal area to  be used: fo r 
d eterm ining  d ie fee fo r these item s. W e 
are d efining; the lo cal area aethe carrier 
serv ice area. This w o uld  be co nsistent 
w ith the d efinitio n, o f lo cal area used  in 
sectio ns 1834(a) (2) and: (3) o f the A ct.

G. Othe r Provisions

1. Exceptio ns-fo r Certain HHA s

Sectio ns 1834(a)(l)03)(ii)and  
1834(h)(1)(C) o f the A ct pro v id e an 
excep tio n to  the p aym ent p ro v isio ns for 
item s furnished  by  p ublic  HHA s and 
HHA s w ith a significant p o rtio n o f  low - 
inco m e patients. Tho se HHA s, as 
d efined  in § 413.13(a), w ill no t b a p aid  
o n the lesser o f  the actualcharg e o r the 
fee sched ule am o unt b u t so lely  o n the 
basis-o f the fee sched ules d escribed  
und er sectio ns 1834(a). (2) thro ugh (5),. 
1834(a)(7), and  1834(h) o f  the: A c t

2. Excep tio nsfo r A laska, H aw aii, and 
Puerto  Rico

Und er sectio n 1834{a)(10) o f the- A ct, 
an excep tio n, to  the usual, paym ent 
amo unts for DME and  p ro sthetic and 
o rtho tic  d ev ices is to  be reco g nized  for 
co vered  item s furnished  in A laska, 
H aw aii, and  Puerto  Rico . W e believ e 
this pro v isio n w as intend ed  to  pro vid e 
re lie f  to  these areas from th a natio nal 
lim ited  paym ent am o unts and  regio nal 
rates.

3. Inherent Reaso nableness 
Determ inatio ns

Sectio n 1834(a)(10)(B) o f the A ct 
autho rizes the Secretary  o f app ly  the 
pro v isio ns o f  sectio n 1842(b f o f  the A ct

regarding inherent reaso nableness 
d eterm inatio ns to  paym ent for covered  
DME, pro sthetics, and  orthotiGS 
furnished  on or after January 1 ,1991. 
A p p licable regulatio ns are lo cated  in  
§ 405.502(g ). W ahav ainstructed  carriers 
thro ugh a m anual instructio n (sectio n 
5102 o f the M ed icare Carriers M anual) 
no t to  app ly  this autho rity  u ntil 1991.

4. Transcutaneo us Electrical Nerve 
Stim ulato r (TENS)

Under sectio n 1834(a)(10)(C) o f the 
A ct, in o rd er to  perm it an attend ing 
physician tim e to -d etermine w hether 
the purchase o f TEN S is m ed ically  
appro priate for a particular patient, tha 
Secretary may d eterm ine an appro priate 
paym ent am o unt for the initial rental o f  
such item  for a period  o f no t more than 
2 m o nths. W e also  believ e that an. 
appro priate paym ent amo unt for TEN S 
sno uld  be lim ited  to. 10 percent o f the 
purchase p rice per mo nth. Paym ent for 
purchase w ill be d eterm ined  in. the 
sam e m anner as inexp ensiv e or 
frequently  purchased  item s o f  DME as 
pro vid ed  und er sectio n 1834(a)(2) o f  the 
A ct (see sectio n HI.A. above).

In thisinterim  final rule», w e are 
ad ding paragraph (f) und er §  410.38, 
"D urable M ed ical Equipm ent: Sco p e 
and Co nd itio ns," to  specify  that 
M ed icare Fart B pays fo r TEN S as a. 
DME’item . W e b eliev e that Congress 
clearly  intend s that TEN S be treated  as 
DME; since sectio n 1834(a) o f  the Actv 
w hich is entitled  "Pay m ent fo r Durable 
M ed ical Equipm ent ,." exp lic itly  
pro v id es fo r TEN S paym ent at 
subsectio ns 1834(a)(1)(D ), (a)(10)(C), and  
(a)(15)(A ) o fth e  A ct.

5. Im p ro per Billing

Und er sectio n 1834(a)(H )(A ) o fth e  
A ct, a supp lier o f  a co vered  item  for 
w hich paym ent is m ad eund er sectio n 
1834(a) o f tha.A ct, and. w hich is 
fum fshed  on a rental basis,, is  required  
to  co ntinue to  sup p ly  the item, w itho ut 
charge (o ther than a charge fo r the 
m aintenance and  serv icing o f  the item ) 
after rental paym ents are d isco ntinued . 
That ist. sup p liers are pro hibited  from 
charging, fo r equipm ent intend ed  for use 
by  the beneficiary  after the 15-m o nth 
perio d  o f  rental paym ent has end ed . If 
a supp lier know ingly  and w illfu lly  
v io lates this pro v isio n (that is, m akes a 
pro hibited  charge), the Secretary may 
appLy sanctio ns und er sectio n 1842(j)(2): 
o f  the A ct.

W e believ e that the use o f sanctio ns 
ind icates Co ngress' fund am ental 
co ncern that no  charge fo r equipm ent 
sho uld  be m ade after 15 m o nths o f 
rental paym ents hav e been made. 
Therefo re* w e are interp reting this 
pro v isio n broad ly . If  a sup p lier m akes

any  charge to  any perso n or entity  for 
an item  that is used  by a beneficiary  
(includ ing renting equip m ent to  fam ily  
m em bers fo r use by the beneficiary  ) 
after 15 m o nths o f rental paym ents have 
been m ad e, the sup p lier w ill be subject 
to  sanctio ns.

6. Requirem ent o f Phy sician O rd er

Und er sectio n 1834(a)(ll) (B) o fth e  
A ct, the Secretary  m ay require for 
sp ecified  item s that paym ent w ill be 
m ad e o nly  if  the p hysician has 
co m m  unicated  a w ritten o rd er for the 
item  to  the sup p lier p rio r to  d elivery o f 
the item.

In general, w e believ e that it is 
unnecessary  to  require ev id ence that a 
w ritten p hysician o rd er w as received 'by 
the sup p lier prio r to  d elivery o f  most 
item s. H ow ever, w e hav e been made 
aw are that Gertain typ es o f expensive 
DM E and p ro sthetic d ev ices are being  
ad vertised  as "M ed icare app ro ved " and 
then so ld  to  benefic iaries w itho ut a 
p hy sician's prescrip tio n.. The 
beneficiary  exp ects that M ed icare w ill 
pay for them . But w hen, the co ntracto r 
rev iew s the beneficiary 's claim  for the 
item  in light o f the beneficiary  ’s m ed ical 
co nd itio n, the co ntracto r frequently  
d eterm ines that M ed icare paym ent is 
inapp ro priate; W hen, this situatio n 
o ccurs, the beneficiary  is liable for 
paying, for theitem .

W e believ e that, using the Secretary 's 
autho rity  uhd er sectio n 1834(a)(ll)(B) 
o f the A ct, these incid ents can be 
red uced  by HCFA  requiring a quali fied  
p hysician, fam iliar w ith the 
beneficiary 'a co nd itio n, to  attest to  the 
benefic iary 's need -fo r certain-types o f  
equip m ent p rio r to  its d elivery; 
Therefore»  w e are requiring -a w ritten 
p hy sician o rd er befo re d elivery o f the 
fo llo w ing  item s:

• Seat-lift m echanism .

• Po w er-o perated  v ehic les used  as 
w heelchairs.

• D ecubitus care equipm ent, 
includ ing  m attresses and  cushio ns for 
co ntro lling  d ecubitus ulcere.

• TEN S.

• O ther item s as d eterm ined  by  HCFA  
thro ug h carrier instructio ns o r as 
d eterm ined  by  M ed icare carriers.

W e believ e requiring that a w ritten 
p hysician o rd er be receiv ed  by the 
sup p lier befo re d elivery o f  the item  w ill 
pro v id e beneficiaries reaso nable 
assurance that d ie p urchased  item s are 
co v ered  and  reim bursable und er 
M ed icare. W e are rev ising § § 410.38  and 
410.38 to  im p lem ent these p ro v isio ns.
In ad d itio n, w eara rev ising  an inco rrect 
statuto ry citatio n in  §?4!G ,38(b l
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7. Po w er-o perated  v ehic les used  as 

w heelchairs

Sectio n 60-5 o f the Coverage Issues 

M anual (HCFA Pub. 6) includ es a lo ng 
standing requirem ent that, for pow er- 

operated  v ehicles (POVs) to  be co vered  

by M ed icare, a sp ecialist in physical 

m ed icine, o rtho p ed ic surgery, 
neuro lo gy, o r rheumato logy must 

pro v id e an ev aluatio n o f the patient’s 
m ed ical and  physical co nd itio n and a 

prescrip tio n for the v ehicle to assure 

that the patient requires the v ehicle and  
is capable o f using it safely. W e are 
rev ising  § 410.36 to includ e this 

requirement. Th is requirem ent is 
co nsistent w ith sectio n 1861 (n) o f the 
A ct, w hich sp ecifies that POVs m ust be 

d etermined  to be necessary  on tire basis 

o f the ind iv id ual’s m ed ical and physical 
co nd itio n and  must m eet any safety  

requirem ents prescribed  by the 
Secretary.

W e believe that the inv o lvem ent o f a 

sp ecialist m  p hysical m ed icine, 

o rtho ped ic surgery, neuro lo gy, o r 
rheumato logy is im p o rtant to  ensure 

that a covered  POV is m ed ically  
w arranted  and  the perso n for w hom it 
is prescribed  has the ability  to  operate 

it safely  and effectiv ely . There is 

co nsid erable d anger asso ciated  w ith the 

use o f  a po w ered  v ehicle for m any 

p atients w ith the typ es o f impairm ents 

that necessitate the use o f a pow ered 

vehicle. Co nsid ering the risks that are 

invo lved , w e believ e an ev aluatio n by  

one o f these sp ecialists is  the best means 

o f ensuring that a po w er-operated  

v ehicle is m ed ically  appropriate. 

Sp ecialists in these field s are the best 

trained  to  evaluate patients w ho se 

m ed ical need s m ay be met by POVs.

8. Regio nal Carriers

Under sectio n !834{al(12) o f the A ct, 
the Secretary  m ay d esignate a sing le 
carrier for each regio n to  p ro cess all 
claim s in the region. A  separate no tice 
o f proposed rulem aking w as published  
in the Fed eral Reg ister (56 FR 56612) on 
November 6 ,1991  that w o uld  pro v id e 
for the d esignation o f regio nal carriers.

9. Transitio nal Paym ents O ccurring 
During 13-M o nth o r 15-M o nth Perio d  o f 
Co ntinuo us Use

The fo llo w ing transitio n ru les app ly 
for rental item s o f DME for w hich 
paym ent is  mad e und er sectio n 
1834(a)(7) o f the A ct, effectiv e January 
1,1989. Fo r purposes o f calculating the 
15-m o nth rental perio d , the period  
beg ins w ith the first m onth o f 
co ntinuo us rental, ev en if  that period  
began prio r to  January l r 1989. Fo r 
exam ple, i f  the rental perio d  began on 
July 1 ,1988, the carrier w ill use this

date as the first m onth o f rental. 
Likew ise, for purpo ses o f calcu lating  the 
10-m o nth purchase o ptio n, the  period  
also  begins w ith the first m o nth o f 
co ntinuo us rental w itho ut regard to 
w hen that perio d  started. Fo r exam ple, 
if  the perio d  began in A ugust 1990, the 
10-m o nth purchase o ptio n m ust be 
o ffered  to  the beneficiary  in May 1991, 
the 10th m onth o f co ntinuo us rental. W e 
believe that the statutory intent is to  
lim it to tal rental paym ents to  paym ent 
for 15 m o nths, o r for 13 m o nths if  the 
beneficiary  elects the purchase o ption.
In the exam ple above, if  w e w ere to 
begin calculating the 15-m o nth perio d  
on January 1 ,1989 instead  o f the first 
m onth o f  rental, rental paym ents w o uld  
be incurred  for an ad d itio nal 6 m o nths 
beyo nd  the 15-m o nth limit..

If a beneficiary  has reached  (on a date 
o f serv ice p rio r to  January 1989) the 
purchase price lim itatio n on a rental 
claim , no  further rental o r purchase 
paym ents w ill be made. How ever, for 
capped  rental item s previo usly  rented  
that have reached  the purchase cap 
und er the rent/ purchase rules (but w ere 
no t actually  purchased ), w e w ill make 
paym ent o n claim s for m aintenance and 
serv icing fees effective July  1,1989.

The fo llo w ing  transitio n ru les app ly 
to  item s that require frequent and  
substantial serv icing or capped  rental 
item s that w ere purchased  prio r to 
January 1,1989:

• If a beneficiary  purchased  the 
equipm ent prio r to  January 1989, w e 
w o uld  pay the reaso nable charges fo r 
m aintenance and  serv icing on a lump- 
sum, as need ed , basis.

• If  a beneficiary  purchased  the 
equipm ent ev en tho ugh the carrier 
d eterm ined  that rental w as m ore 
eco no m ical und er the rent/ purchase 
guid elines in the M ed icare Carriers 
M anual, or if  the beneficiary  m ad e an 
appro ved purchase an an installm ent 
p lan, the carrier w o uld  make payment 
on an installm ent basis until the 
purchase price w as reached  or m ed ical 
necessity  end ed . If the purchase price 
fo r item s that require frequent and  
substantial serv icing or capped  rental 
item s w as not reached  by  January 1,
1989, the carrier w o uld  co ntinue 
making payments on an installm ent 
basis but at the m onthly  rental fee 
sched ule amo unt until the actual 
p urchase charge is reached , the 
p urchase fee sched ule amo unt 
co m puted  in  acco rd ance w ith o ur 
administrative- instructio ns in effect 
prio r to  June 1 ,1 9 8 9  is reached , or 
m ed ical necessity  ends, w hichev er 
o ccurs first. The lim itatio n on to tal 
payments to 15-m o nths rental d o es no t 
apply.

The fo llo w ing  transitio n rules app ly 
to  item s that require frequent and 
substantial serv icing  o r capped  rented 
item s that w ere purchased  betw een 
January 1 ,1989  and  June 1 ,1989  (the 
effectiv e d ate w hen payment for 
p urchase o f these item s is  pro hibited ):

• Fo r equipm ent purchased  d uring 
this perio d  in either category, w e w ould  
pay the reaso nable charges for 
m aintenance and serv icing on a lump 
sum, as-need ed , basis.

• Fo r equipm ent purchased  d uring 
th is perio d  in either catego ry, w e w o uld  
pay m o nthly  installm ents equiv alent to  
the rental fee sched ule amo unts until 
the actual purchase charge is reached , 
the purchase fee sched ule amount 
co m puted  in  acco rd ance w ith our 
ad m inistrative instructio ns in effect 
prio r to  June 1 ,1989  is reached , or 
m ed ical necessity  end s, w hichev er 
o ccurs first Paym ent may be made for 
purchase even if  the p urchase w as 
preced ed  by  a perio d  o f rental.
H ow ever, to tal paym ents fo r rental p lus 
purchase o f capped  rental item s may not 
exceed  the am o unt that w ould  have 
been paid  had  the equipm ent been 
co ntinuo usly  rented  fo r 15 m onths.

The fo llo w ing transitio n rules apply 
to  oxygen equipm ent purchased  prio r to  
June 1 ,1989 :

• Fo r o xygen equipm ent purchased  
prio r to  June 1 ,1989 , w e w ould  pay the 
reaso nable charg es for m aintenance and  
serv icing  on a lum p-sum , as-need ed , 
basis,

• Fo r oxygen equip m ent purchased  
prio r to  Juno  1 ,1989 , even tho ugh the 
carrier d eterm ined  that rental w as m o re 
eco no m ical und er the rent purchase 
guid elines in the M ed icare Carriers 
M anual, or if  the beneficiary  made an 
approved purchase on an installm ent 
p lan, the carrier m ad e paym ent on an 
installm ent basis until the purchase 
price w as reached  o r m ed ical necessity  
end ed . If  the purchase p rice has not 
been reached  by Ju ne 1 ,1989, w e w ould  
co ntinue paying  o n an installm ent basis 
but at the m o nthly  rental fee sched ule 
am o unt until the purchase price is 
reached  o r the m ed ical necessity  ends, 
w hichev er o ccurs first.

10. Fee Sched u le A m o unts for Seat-Lift 
Chairs and  TEN S

The 1996 fee sched ule am o unts for 
seat-lift chairs and fo r TEN S furnished  
on o r after A p ril 1 , 1998 are red uced  by 
15 percent. The 1991 fee sched ule 
am o unts for TEN S furnished  on o r after 
January 1,1991 are red uced  by an 
ad d itio nal 15 p ercent,

11. Rep lacem ent o f Equipm ent

A ltho ugh sectio n 1834(a)(7)(C) o f the 
A ct p ro v id es for the rep lacem ent o f
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capped rental DME if  the useful lifetim e 

o f the equipm ent has been reached , w e 

believ e that this pro v isio n also  sho uld  
extend  to  o ther typ es o f purchased  DME 

and pro sthetic and o rtho tic d ev ices. W e 

anticip ate establishing the useful 

lifetim e o f all purchased  DME and 

pro sthetic and  o rtho tic d ev ices and 
lim iting  rep urchase to  this useful life.

At this tim e, w e sp ecifically  so licit 
co m m ents regarding the useful life o f all 

purchased  DME and p ro sthetic and 

o rtho tic d ev ices subject to  the fee 
sched ule m etho do lo gy. Such co m m ents 
w ill be used in establishing program 

instructio ns co ncerning  the reaso nable 

useful lifetim e o f equipm ent.

IV. Changes to  the Regulatio ns

A s no ted  in sectio n I above, w e are 
d eleting the regulatio ns at § 405.514 that 
deal w ith paym ent for DME und er 
former sectio n 1889 o f the A ct , w hich 
w as repealed  by  sectio n 4062(d )(5) o f 
Pub. L. 100-203. W e are im plem enting 
the new  payment pro v isio ns in this 
interim  final rule w ith co m m ent period  
through regulatio ns lo cated  in subpart B 
(M ed ical and O ther H ealth Serv ices) o f 
part 410 (Supplem entary M ed ical 
Insurance (SM I) Benefits), and subpart D 
(Payment for Durable M ed ical 
Equipm ent and  Pro sthetic and O rtho tic 
Devices) o f 42 CFR part 414 (Payment 
for Part B M ed ical and O ther H ealth 
Serv ices). W e intend  to  issue a separate 
final rule to  m ove the o ther sectio ns on 
reaso nable charges currently  lo cated  in 
subpart E o f part 405 (that is, §§ 405.501 
through 405.515 and § § 405.541 through 
405.544) to  part 414.

V. Regulato ry Im pact Statem ent

A . E x e c u t iv e  O r d e r  1 2 2 9 1

Executiv e Order 12291 (E.O. 12291) 
requires us to  prepare end  publish a 
regulatory im pact analysis for any 
pro posed rule that m eets one o f the E.O. 
12291 criteria for a “ m ajo r ru le” ; that is, 
that w ould  be likely  to result in—

• A n annual effect on the eco no m y o f 
$100 m illio n or m ore;

• A m ajo r increase in co sts or prices 
for co nsum ers, ind iv id ual ind ustries, 
Fed eral, State, or lo cal government 
agencies, or geo graphic regio ns; or

• Significant adverse effects on 
co m petitio n, em plo ym ent, inv estm ent, 
pro d uctiv ity , inno vatio n, or on the 
ability  o f United  States-based  
enterprises to  co m pete w ith foreign- 
based  enterprises in d o m estic or expo rt 
markets.

B . R e g u la t o r y  F le x ib i li t y  A c t .

W e generally  prepare a regulatory 
flexibility  analysis that is co nsistent 
w ith the Regulatory Flexib ility  A ct

(RFA ) (5 U.S.C . 601 through 612) unless 
the Secretary  certifies that a rule w ould  
not have a significant eco no m ic im p act 
on a substantial num ber o f small 
entities. Because the sco pe o f this 
interim  final rule is so  broad in its 
ap p licatio n, it is d ifficult to  characterize 
accurately  the entities that w ill be 
affected  by this rule. W e believ e that 
most m anufacturers and suppliers o f 
DME and  o rtho tic and pro sthetic 
d ev ices fall und er the d efinitio n o f a 
small entity  as used in the RFA . So m e 
m anufacturers and suppliers, ho w ever, 
clearly  have substantial regional or 
natio nal sales, and d o  no t, therefo re, 
meet the d efinitio n o f small entity .

Based  on estim ates o f the to tal market 
for DME and pro sthetic and o rtho tic -* 
d ev ices, w e believ e this interim  final 
rule w ill not have a sig nificant impact 
on a substantial num ber o f small 
entities. The o verall sales in 1990 for 
DME, v isio n, hearing, o rtho tic, and 
pro sthetic d ev ices equalled  $12.1 
b illio n. A s d iscussed  belo w  in sectio n
V. D. If  o f this pream ble, w e pro ject that 
the budgetary im p act o f this regulatio n 
on mo st m anufacturers and supp liers 
w ill be sm all. Thus, the Secretary 
certifies that this interim  final rule w ill 
not have a significant im pact on a 
substantial number o f small entities.

C . S m a ll R u r a l H o s p it a ls

Sectio n 1102(b) o f the A ct requires the 
Secretary to  prepare a regulatory im pact 
analysis if  a final rule may have a 
significant im pact on the o peratio ns o f 
a substantial num ber o f sm all rural 
ho sp itals. The analysis must co nform to 
sectio n 604 o f the RFA . Fo r purposes o f 
sectio n 1102(b) o f the A ct, w e d efine a 
small rural ho sp ital as a ho sp ital that 
has few er than 100 bed s and is lo cated  
o utsid e a M etro po litan Statistical A rea.

It is po ssible that ho sp itals 
m anufacture certain custo m ized  item s 
o f DME, o rtho tics or p ro sthetics as w ell 
as supply item s o f DME. W hen ho sp itals 
subm it b ills for these item s, ho w ever, 
they do so  as a supp lier and not as a 
ho sp ital. Because w e m aintain separate 
data bases for suppliers and ho sp itals, 
w e canno t id entify  w hich ho sp itals are 
also  supplying DME. Thus, w e canno t 
d eterm ine w hether this rule w ill have a 
significant im pact on a substantial 
number o f small rural ho sp itals. W e 
inv ite co m m enters to  subm it any 
informatio n or data that can help  us 
d eterm ine w hether this rule w ill have a 
significant im pact on small rural 
ho sp itals.

D. Re gula tory Im pa ct  Ana lysis  

1. Program Bud get Effects

W e have d eterm ined  that 
im p lem enting the pro v isio ns co ntained  
in this interim  final rule w ill have an 
annual im p act o f $100 m illio n or more 
on the eco no m y. Thus, co nsistent w ith 
the requirem ents o f E.O. 12291, w e are 
pro v id ing a regulatory im p act analysis.

A s d iscussed  in sectio n II o f the 
pream ble to  this interim  final rule, 
sectio n 4062(b) o f Pub. L. 100-203 
added sectio n 1834(a) to  the A ct and 
established  the fee sched ule pro v isio ns 
for DME and p ro sthetic and o rtho tic 
d ev ices. Subsequently , sectio ns 6112 
and 6140 o f Pub. L. 101-239 and sectio n 
4152 o f Pub. L. 101-508 amended  
vario us pro v isio ns o f sectio n 1834(a) o f 
the A ct. A lso , sectio n 4153(a) o f Pub. L. 
101-508 added sectio n 1834(h) to  the 
A ct to  establish separate payment 
pro v isio ns for p ro sthetic and o rtho tic 
d ev ices furnished  on or after January 1, 
1991. The result o f these successive 
am end m ents is a co m p lex series o f 
changes to  the statuto ry pro v isio ns 
governing paym ents for DME and 
o rtho tics and pro sthetics. W e have 
published  a successio n o f manual 
issuances to  im plem ent these changes, 
and carriers are no w  carrying out the 
current pro v isio ns o f sectio ns 1834 (a) 
and (h) o f the A ct. This interim  final 
rule serves to  co d ify  the DME payment 
pro ced ures that are required  by statute 
and now  in use und er manual 
instructio ns.

Thus, the pro v isio ns being 
im p lem ented  in this d o cum ent are, for 
the most part, sp ecified  by sectio ns 1834
(a) and (h) o f the A ct. The language in 
sectio ns 1834 (a) and (h) o f the A ct is 
quite p recise w ith resp ect to  the 
m etho d s and facto rs to  be used  in 
d eterm ining paym ents fo r the various 
item s o f DME, pro sthetics and o rtho tics 
co vered  und er the A ct, the perm issible 
range o f paym ents am o unts for each 
item , and the effectiv e dates for 
upd ating the pricing sched ules. The 
Secretary ’s d iscretio n is lim ited  to 
d eterm ining  the best m etho d  for 
ad m inistering the paym ent methodology 
and reso lv ing technical pro blem s that 
the A ct d oes no t ad d ress. Issues left to  
the Secretary ’s d iscretio n includ e: The 
co nfiguratio n o f carrier serv ice areas; 
the m etho d s carriers are to  use for gap 
filling p rices; and  ho w  carriers should  
co m pute paym ent for o xygen w hen the 
co nsum ptio n rate falls belo w  or exceed s 
the standard co nsum ptio n rate w ithin a 
24-ho ur perio d . W e do  no t believe that 
the d iscretio nary asp ects o f this interim 
final rule have a significant im pact on 
the DME paym ent levels.
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W e are unable to  d eterm ine the 

cum ulative bud getary effects o f all the 

legislativ e chang es d escribed  above.
This is d ue to  the fact that w e canno t 
d istinguish betw een d ifferences in 

payment lev els that have resulted  from 
changes in m arket co nd itio ns since the 

ad d itio n o f sectio n 1834(a) o f the A ct in 
1987, and d ifferences that have resulted  

from the  successiv e legislative changes. 
Instead , the p ro jectio n o f M ed icare 
payment red uctio ns d isp layed  belo w  
reflects the changes in paym ent levels 
resulting  from the am end m ents enacted  
und er Pub. L. 101-508, co mpared  to  the 
paym ent lev els asso ciated  w ith the 
enactm ent o f  Pub. L. 101-239. The 
results are as fo llo w s:

Medicar e Pr ogr am Savings a s  Resul t  

o f  Impl ement ing Pr ovisions in Pub . 
L 101-508 Rel a t ing  t o  t h e  Payment  

f or  DME and Or t h o t ics  and  Pr os 
t h et ic s

[I n  m lH to ns l1

F Y  1 9 9 2 F Y  1 9 9 3 F Y  1 9 9 4 F Y  1 9 9 5 F Y  1 9 9 6

$ 3 6 0 $ 4 4 0 $ 5 0 0 $ 5 6 0 $ 6 2 0

1 Rounded to the nearest $10 million.

Sho rt o f d evelo p ing an entirely  
d ifferent appro ach to  paying  fo r DME 
(w hich w ould  require enactm ent o f new  
legislatio n), there are no  alternatives 
av ailable fo r co nsid eratio n o ther than 
im p lem enting d ie payment 
m ethod olo gy being  set forth in this 
interim  final rule.

2. General Effects

Since beneficiary  co paym ents are 
linked  to  the lev el o f allo w ed  paym ents 
fo r DME, the red uctio n in fee sched ule 
am o unts w ill also  benefit beneficiaries. 
The m agnitud e o f sav ings to  
beneficiaries w ill co incid e w ith the 
red uctio n in paym ent levels for DME.
A s d escribed  abo ve, the paym ent levels 
for capped  rental item s o f  DM E w ill be 
red uced , but sectio n 4152(a) o f Pub. L. 
101-508 also  requires red uctio ns in 
paym ents fo r seat-lift chair m echanism s 
and TEN S, and  sectio n 4152(b) w ill 
result in red uctio ns in paym ent levels 
for all item s erf DME thro ugh the 
im po sitio n o f  natio nal paym ent lim its. 
O verall, beneficiaries that require DME, 
o rtho tics or p ro sthetics can expect 
aggregate sav ings equal to  abo ut 25 
percent erf the amo unt the M ed icare 
program w ill save.

More generally , tho se M ed icaid  State 
agencies that no w  pay o n the basis o f 
reaso nable charges may ad o p t fee 
sched ules sim ilar to  tho se being 
im plem ented  in these regulatio ns. A lso , 
rem oving subm itted  charges as a basis 
for paym ent may result in a slo w ing in  
the rate at w hich m icas for these item s

have been increasing. This co uld  result 
in sav ings to  o ther purchasers o r renters 
o f capped  rental DME includ ing private 
insurance payers. Finally , because 
priv ate insurance co v ers o nly  a 
relatively  sm all pro po rtion o f DME 
exp enses, w ith rem aining expenses 
co vered  by  ind iv id uals, it is p o ssible 
that price co m petitio n may d evelo p  In 
the co nsum er segment o f the market. If  
this w ere to  o ccur, then it is  po ssible 
that p rices and rental charges fo r capped  
rental item s might d ro p  significantly . 
Thus, from the stand po int o f the 
purchasers o r renters o f DME, o rtho tics, 
o r pro sthetic d ev ices, the pro v isio ns 
co ntained  in  this interim  final ru le may 
result in lo w er m ed ical care co sts for the 
general populatio n.

Fro m the perspectiv es o f  
m anufacturers and d istributo rs, the 
red uctio ns in M ed icare paym ents for 
DME, o rtho tics, and  pro sthetic d ev ices 
w ill result m  so m e rev enue lo sses. 
Particularly  w ith resp ect to  payments 
fo r capp ed  rental item s, (as a result o f 
the am end ments to  sectio n 1834(a) o f 
the A ct mad e by  sectio n 
4152(b)(2)(A if 10) o f Pub. L. 101-508) 
tho se m anufacturers and supp liers that 
sp ecialize in these item s may see 
significant red uctio ns in their revenues 
for these item s. The respo nse to  these 
lo sses is likely  to  vary based  mi pro duct 
line co ncentratio n and the particular 
market co nd itio ns facing each 
m anufacturer o r d istributor. W e d o  no t 
po ssess the data that w ould  enable us to  
pred ict ho w  m anufacturers and 
suppliers w ill react. How ever, as no ted  
in sectio n A .2. o f this im pact analysis, 
to tal DME sales (includ ing v isio n and  
hearing aid  pro d ucts, DME, o rtho tics, 
and p ro sthetics) in 1990 equaled  $12.1 
b illio n. Given the co m paratively  sm all 
size o f the red uctio ns in M ed icare 
paym ents relativ e to  the to tal DME 
market, w e d o ubt that the im pact on 
DME m anufacturers and suppliers w ill 
significantly  affect the quantity  or 
quality  o f DME av ailable to  M ed icare 
beneficiaries.

V I O ther Required  Info rm atio n

A . Wa ive r o f  Not ice  o f  Proposed  

Rulem a k ing

Because the Secretary  is  exercising 
so m e d iscretio n in im p lem enting 
sectio n 1834(a) o f  the A ct, w e o rd inarily  
w o uld  p ublish a no tice o f pro po sed  
rulemaking and  afford  a perio d  for 
p ublic  co m m ent. H ow ever, sectio n 
4039(g ) o f Pub. L. 100-203 expressly  
pro v id es that the Secretary  may issue 
regulatio ns on an interim  or o ther basis 
as m ay b e necessary  to  im plem ent the 
am end m ents m ad e by Subtitle A  o f Pub. 
L. 100-203, w hich includ es the

pro v isio ns in sectio n 4062 being 
im plem ented  here. In ad d itio n, sectio n 
4207(j) o f  Pub. L. 101-508 gives the 
Secretary sim ilar d iscretio n in 
im plem enting its pro v isio ns. The 
am end m ents mad e to  the A ct by sectio n 
4062 o f  Pub. L. 100-203, and  sectio ns 
4152 and 4153 o f Pub. L. 101-508 
entailed  o ur creating an entirely  ne w 
paym ent system for DME and o rtho tic 
and  p ro sthetic d ev ices. Und er the above 
cited  exp ress statuto ry pro v isio ns 
allo w ing  the Secretary to  issue 
regulatio ns o n an interim  basis, no  
no tice and  co m m ent period  is necessary 
p rio r to  effectuatio n o f these regulations. 
Therefo re, w e find  good cause to  w aive 
the no tice o f pro posed  rulem aking and 
to  issue these regulatio ns as a final rule 
on an interim  basis. W e are pro v id ing a 
60-d ay co m m ent perio d  for p ublic 
co m m ent as ind icated  at the beginning 
o f this rule.

B. Pub lic  Comments

Because o f the large num ber o f item s 
o f co rresp o nd ence w e no rm ally  receiv e 
co ncerning regulatio ns, w e canno t 
ackno w led ge o r respo nd  to  the 
co m m ents ind iv id ually . How ever, w e 
w ill issue a final ru le and  respond  to  the 
co m m ents in the pream ble o f that rule.

C. Pa pe rwork  Reduct ion Ac t

This rule w ill no t im p o se inform atio n 
co llectio n requirem ents; co nsequently , 
it need  no t be rev iew ed  by the Executive 
O ffice o f M anagem ent and Bud get und er 
the autho rity  o f the Paperw o rk 
Red uctio n A ct o f 1980 (44 U.S.C . 3501-  
3511).

List o f  Subjects 

42  CFR  Pa rt  405

A d m inistrative p ractice and 
pro ced ure, H ealth facilities, Health 
pro fessio ns, Kid ney  d iseases, M ed icare, 
Rep o rting and  reco rd keep ing 
requirem ents, Rural areas.

42  CFR  Pa rt  410

H ealth facilities, H ealth pro fessio ns, 
Kid ney d iseases, Labo rato ries,
M ed icare, Rural areas, X-ray s.

42  CFR  Pa rt  414

Durable m ed ical equipm ent, End- 
stage renal d isease (ESRD), H ealth 
p ro fessio ns, Labo rato ries, M ed icare, 
Repo rting and  reco rd keep ing 
requirem ents.

42 CFR chap ter IV is am ended  as set 
forth belo w :

L Part 405, subpart E is am end ed  as 
fo llo w s:
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P A R T  4 0 5 — F E D E R A L  H E A L TH  

I N S U R A N C E  F O R  T H E  A G E D  A N D  

D I S A B L E D

S u b p a r t  E— C r i t e r i a  l o r  D e t e rm in a t i o n  

o f  R e a s o n a b le  C h a r g e e ; R a d i o l o g y  F e e  

S c h e d u l e s ; a n d  R e im b u r s e m e n t  f o r  

S e r v i c e s  o f  H o s p i t a l  I n t e r n s ,

R e s i d e n t s ,  a n d  S u p e r v i s i n g  P h y s i c i a n s

A . The autho rity  citatio n fo r subpart 

E is rev ised  to  read  as fo llo w s:

A utho rity : Secs. 1102,1814(b), 1832, 
1833(a), 1834 (a) and (b), 1842 (b) and (b), 
1848,1861 (b), (v), and (aa), 1862(a)(14), 
1866(a), 1871,1881,1886,1887, and 1889 of 
the Social Security Act as amended (42 
U.S.C 1302,1395f(b), 1395k, 13951(a), 1395m 
(a) and (b), 1395u (b) and (h), 1395w -4,
1395x (b), (v), and (aa), 1395y(a)(14), 
1395cc(a), 1395hh, 1395rr, 1395ww, 1395xx, 
and 1395zz).

B. Sectio n 405.501 is am ended  by 
adding a new  paragraph (f) to  read as 
fo llo w s:

$  4 05 .501  D e te rm in a t io n  o f  re a s o n a b le  

c h a rg e s .

* * * * *

(f) Fo r serv ices furnished  o n or after 
January 1 ,1989, paym ent und er 
M ed icare Part B fo r d urable m ed ical 
equipm ent and p ro sthetic and  o rtho tic 
d ev ices is d eterm ined  in acco rd ance 
w ith the pro v isio ns o f subpart D o f part 
414 o f this chapter.

$ 4 0 5 ,5 1 4  [R e m o ve d ]

C. Sectio n 405.514 is rem oved.
II. Part 410 is am end ed  as fo llo w s:

P A R T  4 1 0 — S U P P L E M E N T A R Y  

M E D I C A L  I N S U R A N C E  (S M I )

B E N E F I T S

A . The autho rity  citatio n for part 410 
is rev ised  to  read  as fo llo w s:

A utho rity : Secs. 1102,1832,1833,1834(a), 
1835,1861(r), (s), (aa), (cc), and (gg). 1871 
and 1881 o f the Social Security Act, (42 
U.S.C. 1302,1395k, 13951,1395m(a), 1395n, 
1395x(r), (s), (aa), (cc) and (gg), 1395hh, and 
1395rr).

S u b p a r t  B — M e d i c a l  a n d  O t h e r  H e a l t h  

S e r v i c e s

B. In § 410.36, the und esignated  
intro d ucto ry text is red esignated  as 
paragraph (a); paragraphs (a), (b), and (c) 
are red esignated  as paragraphs (a)(1),
(a)(2), and  (a)(3) and are rep ublished , 
and  new  paragraph (b) is ad d ed  to  read 
as fo llo w s:

$ 410.36 M e d i c a l  s u p p l i e s ,  appliances end 
d e v i c e s : S c o p e .

(a) M ed icare Part B pays for the 
fo llo w ing m ed ical sup p lies, ap p liances 
and  d ev ices:

(1) Surgical d ressings, and sp lints, 
casts, and o ther d ev ices used  for 
red uctio n o f fractures and  d islo catio ns.

(2) Pro sthetic d ev ices, o ther than 
d ental, that rep lace all o r part o f an 
internal bo d y organ, includ ing 
co lo sto m y bags and supp lies d irectly  
related  to  co lo sto m y care, includ ing—

(i) Rep lacem ent o f pro sthetic d ev ices; 
and

(ii) O ne pair o f co nventio nal 
eyeglasses o r co nv entio nal co ntact 
lenses furnished  after each cataract 
surgery d uring w hich an intrao cular 
lens is inserted .

(3) Leg, arm , back, and neck braces 
and artificial legs, arms, and eyes, 
includ ing rep lacem ents if  required  
because o f a change in the ind iv id ual's 
p hysical co nd itio n.

( d ) As a requirem ent for paym ent, 
HCFA  may d eterm ine through carrier 
instructio ns, or carriers may d eterm ine, 
that an item  listed  in paragraph (a) o f 
this sectio n requires a w ritten physician 
order befo re d elivery o f the item .

C. In § 410,38, in paragraph (b), the 
phrase “ 1861(j) ( l)”  is rev ised  to  read 
‘ ‘ 1819(a)(1)” ; paragraph (c) is rev ised ; 
and new  paragraphs (d), (e), (f), and (g) 
are ad ded  to  read  as fo llo w s:

$  4 1 0 .3 8  D u r a b l e  m e d i c a l  e q u i p m e n t :

S c o p e  a n d  c o n d i t i o n s .  

* * * * *

(c) W heelchairs may includ e a pow er- 
o perated v ehicle that may be 
appro priately  used  as a w heelchair, hut 
o nly  if  the v ehicle-^

(1) Is d eterm ined  to  be necessary  on 
the basis o f the ind iv id ual’s m ed ical and 
p hysical co nd itio n;

(2) M eets any safety  requirem ents 
sp ecified  by  HCFA ; and

(3) Excep t as pro vid ed  in paragraph 
(c)(2) o f this sectio n, is ord ered  in 
w riting by a sp ecialist in p hysical 
m ed icine, o rtho p ed ic surgery, 
neuro lo gy, o r rheum ato logy, the w ritten 
o rd er is furnished  to  the supp lier befo re 
the d elivery o f the v ehicle to  the 
beneficiary , and the beneficiary  requires 
the v ehicle and is cap able o f using it.

(4) A  w ritten prescrip tio n from the 
beneficiary ’s p hysician is accep table for 
o rd ering a pow er-o perated  v ehicle if  a 
sp ecialist in p hysical m ed icine, 
o rtho ped ic surgery, neuro lo gy, or 
rheumato lo gy is no t reaso nably  
accessib le. Fo r exam ple, if  travel to  the 
sp ecialist w o uld  be more than o ne d ay ’s 
trip  from the benefic iary ’s ho m e o r if  the 
beneficiary 's m ed ical co nd itio n 
preclud ed  travel to  the nearest av ailable 
sp ecialist, these circum stances w o uld  
satisfy  the “ no t reaso nably  accessib le”  
requirem ent.

(a) M ed icare Part B pays fo r m ed ically  
necessary  equipm ent that is used for 
treatm ent o f d ecubitus ulcers if—

(1) The equip m ent is ordered  in 
w riting by  the beneficiary ’s attend ing 
p hysician, or by  a sp ecialty  p hysician 
o n referral from the beneficiary ’s 
attend ing p hy sician, and  the w ritten 
o rd er is furnished  to  the sup p lier befo re 
the d elivery o f the equipm ent; and

(2) The prescribing p hysician has 
sp ecified  in the p rescrip tio n that he or 
she w ill be superv ising  the use o f the 
equip m ent in co nnectio n w ith the 
co urse o f treatm ent.

(e) M ed icare Part B pays for a 
m ed ically  necessary  seat-lift if  it—

(1) Is o rdered  in w riting  by  the 
beneficiary ’s attend ing  p hysician, or by 
a sp ecialty  p hysician on referral from 
the beneficiary ’s attend ing physician, 
and the w ritten o rd er is furnished  to  the 
sup p lier befo re the d elivery o f the seat- 
lift;

(2) Is for a beneficiary  w ho  has a 
d iagno sis d esignated  by HCFA  as 
requiring  a seat-lift; and

(3) M eets safety  requirem ents 
sp ecified  by  HCFA .

(f) M ed icare Part B pays for 
transcutaneo us electrical nerve 
stim ulato r units that are—

(1) Determ ined  to  be m ed ically  
necèssary ; and

(2) O rd ered  in w riting by  the 
beneficiary ’s attend ing  p hysician, or by 
a sp ecialty  p hysician o n referral from 
the benefic iary ’s attend ing p hysician, 
and the w ritten o rd er is furnished  to  the 
sup p lier befo re the d elivery o f the unit 
to  the beneficiary .

(g) A s a requirem ent fo r payment, 
HCFA  may d eterm ine through carrier 
instructio ns, o r carriers may d eterm ine 
that an item  o f d urable m ed ical 
equip m ent requires a w ritten physician 
o rd er befo re d elivery o f the item.

III. Part 414 is am end ed  to  read as 
fo llo w s:

P A R T  4 1 4 — P A Y M E N T  F O R  P A R T  B  

M E D I C A L  A N D  O T H E R  H E A L T H  

S E R V I C E S

A . The autho rity  citatio n for part 414 
is rev ised  to  read  as fo llo w s:

Authority: Secs. 1102,1833(a), 1834 (a) 
and (h), 1871, and 1881 o f the Social Security 
Act (42 U.S.C. 1302,13951(a), 1395m (a) and 
(h), 1395hh and 1395rr).

B. Subpart D is am end ed  by  adding 
new  § § 414.200 thro ugh .222, § § 414.226 
through .229, and § 414.232 to  read  as 
fo llo w s:

S u b p a r t  D — Payment f o r  D u r a b l e  M e d i c a l  

E q u i p m e n t  a n d  P r o a t h e t l c  a n d  O r t h o t i c  

D e v i c e a

Se c.

414.200 Purpose.
414.202 Definitions.
414.210 General payment rules.
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414.220 Inexpensiv e o r ro utinely  purchased  
items.

414.222 Items requiring frequent and 
substantial serv icing.

414.224 Custom ized  item s (added at 56 FR 
65998. Dec. 20.1992).

414.226 O xygen and  oxygen equipm ent.
414.228 Pro sthetic and  o rtho tic d ev ices!
414.229 O ther d urable m ed ical 

equipm ent— Capped  rental items.

414.230 Determ ining a perio d  o f co ntinuo us 

use (added at 56 FR 50823, O ct. 9 .1991).

414.232 Sp ecial paym ent rules for 

transcutaneo us electrical nerve 

stimulato rs (TENS).

S u b p a r t  D — P a ym e n t  f o r  D u r a b l e  

M e d ic a l  E q u i p m e n t  a n d  P r o s t h e t i c  a n d  

O r t h o t i c  D e v i c e s

§  4 1 4 .2 0 0  P u r p o s e .

This subpart im plem ents sectio ns 
1834 (a) and  (h) o f the A ct by specifying  
how  paym ents are mad e for the 
purchase o r rental o f  new  and used  

d urable m ed ical equipm ent and 
pro sthetic and o rtho tic d ev ices for 
M edicare beneficiaries.

§ 4 1 4 .2 0 2  D e f i n i t i o n s .

Fo r purposes o f this subpart, the 
fo llow ing d efinitio ns apply :

Cove red item  upda te  m eans the 

percentage increase in the co nsum er 

price ind ex for all urban co nsum ers 
(U.S. city  average) (CPI-U ) fo r the 12- 
month period  end ing w ith June o f the 
previous year.

Dura ble  m ed ica l e quipment  means 
equipm ent, furnished  by a supp lier or a 
home health agency that—

(1) Can w ithstand  repeated  use;
(2) Is prim arily  and custo m arily  used  

to serve a m ed ical purpose;
(3) Generally  is not useful to an 

ind iv id ual in the absence o f an illness 
o r injury; and

(4) Is appro priate for use in the hom e. 
(See § 410.38 o f this chapter for a 

d escrip tio n o f w hen an institutio n 

qualifies as a ho m e.)
Prosthe tic a nd  orthot ic devices 

means—
(1) Dev ices that rep lace all or part o f 

an internal bo d y organ, includ ing 

osto my bags and  supp lies d irectly  

related  to o sto my care, and rep lacem ent 

o f such d ev ices and  supp lies;
(2) O ne pair o f co nv entio nal 

eyeglasses or co ntact lenses furnished  

subsequent to  each cataract surgery w ith 
insertio n o f an intrao cular lens; and

(3) Leg, arm, back, and  neck braces, 

and artificial legs, arm s, and  eyes, 

includ ing rep lacem ents if  required  

because o f a change in the beneficiary 's 

physical co nd itio n.
T h e  f o l lo w in g  a re  n e ith e r p ro s th e tic 

n o r o rth o tic d e v ice s —

(1 )  Paren te ral  an d  e n te ral  n u trie n ts , 

su p p l ie s , an d  eq u ip m e n t;

(2) Intrao cular lenses;
(3) M ed ical supp lies such as 

catheters, catheter supp lies, ostomy 
bags, and supplies related  to  o sto my 
care that are furnished  by  an HHA as 
part o f ho m e health serv ices und er

§ 409.40(e) o f this chapter;
(4) Dental pro stheses.
Region m eans tho se carrier serv ice 

areas ad m inistered  by  HCFA regional 
o ffices.

§ 4 1 4 .2 1 0  Ge n e ra l  p a ym e n t  ru le s .

(a) Gene ra l rule . Fo r item s furnished  
on o r after January 1 ,1989, excep t as 

pro vided in paragraphs (c) and (d) o f 
this sectio n, M ed icare pays for d urable 

m ed ical equipm ent, pro sthetics and  
o rtho tics, includ ing a separate payment 
for m aintenance and serv icing o f the 
item s as d escribed  in paragraph (e) o f 
this sectio n, on the basis o f 80 percent 
o f the lesser of-—

(1) The actual charge for the item;
(2) The fee sched ule amo unt for the 

item , as d eterm ined  in acco rd ance w ith 
the pro v isio ns o f § § 414.220 through 
414.232.

(b) Pa yment  cla ssif ica tion. (1) The 

carrier d eterm ines fee sched ules for the 
fo llo w ing classes o f equipm ent and 
d ev ices:

(1) Inexpensiv e or ro utinely  purchased  
item s, as sp ecified  in §414.220.

(ii) Items requiring frequent and 
substantial serv icing, as sp ecified  in 
§414.222.

(iii) Certain custo m ized  item s, as 

specified  in §414.224.
(iv) Oxygen and oxygen equipm ent, as 

sp ecified  in §414.226.
(v) Pro sthetic and o rtho tic d ev ices, as 

sp ecified  in § 414.228.
(vi) O ther d urable m ed ical equipm ent 

(capped  rental item s), as sp ecified  in 

§414.229.
(vii) Transcutaneo us electrical nerve 

stim ulato rs (TENS), as sp ecified  in 
§ 414.232.

(2) HCFA d esignates the item s in each 

class o f equipm ent or d ev ice through its 

program instructio ns.
(c) Exce pt ion f o r  ce rta in H HAs .  Public 

HHAs and HHAs that furnish serv ices or 
item s free-o f-charge or at no m inal p rices 

to  a significant num ber o f lo w -inco m e 

patients, as d efined  in § 413.13(a) o f this 

chapter, are paid  on the basis o f 80 

percent o f the fee sched ule amo unt 

d eterm ined  in acco rd ance w ith the 

pro v isio n o f § § 414.220 through 
414.230.

(d) Prohibit ion  on specia l lim its, Fo r 

item s furnished  on or after January 1, 

1989 and  befo re January 1 ,1991, neither 

HCFA no r a carrier may establish a 

sp ecial reaso nable charge for item s 

co vered  und er this subpart o n the basis 

o f inherent reaso nableness as d escribed  
in § 405.502(g J o f this chapter.

(e) M a intena nce  a nd  se rvicing— (1) 

Gene ra l rule . Excep t as pro vided in 

paragraph (e)(2) o f this sectio n, the 
carrier pays the reaso nable and 

necessary  charges for m aintenance and 
serv icing o f purchased  equipm ent. - 
Reaso nable and necessary  charges are 

tho se mad e for parts and  labo r not 

o therw ise co vered  und er a 

m anufacturer's o r sup p lier’s w arranty. 

Paym ent is m ade, as need ed , in a lump 

sum based  on the carrier’s co nsid eratio n 

o f the item . Paym ent is not made for 

m aintenance and  serv icing o f a rented  

item  o ther than the m aintenance and 

serv icing fee for o ther d urable m ed ical 

equipm ent, as d escribed  in § 414.229(e).

(2) Exce pt ion. Fo r item s purchased  on 

o r after June 1 ,1989, no  paym ent is 

m ad e und er the pro v isio ns o f paragraph
(e)(1) o f this sectio n for the m aintenance 
and serv icing of:

(i) Item s requ iring frequent and 

substantial serv icing, as d efined  in 

§ 414.222(a);

(ii) Capped  rental item s, as d efined  in 

§ 414.229(a), that are not purchased  in 

acco rd ance w ith § 414.229(d ); and

(iii) O xygen equipm ent, as d efined  in 
§414.226;

(f) Repla cement o f  equipment. Except 

as pro vided in § 414.229(g ), if  a 

purchased  item o f DME or a pro sthetic 
o r o rtho tic d ev ice paid  for und er this 

subpart has been in co ntinuo us use by 
the patient for the equip m ent’s 

reaso nable useful lifetim e o r if  the 
carrier d eterm ines that the item is lost 

or irreparably  damaged, the patient may 
elect to o btain a hew  p iece o f 
equipm ent.

(1) The reaso nable useful lifetim e o f 

DME o r pro sthetic and o rtho tic d ev ices 

is d eterm ined  through program 

instructio ns. In the absence o f program 

instructio ns, carriers may d eterm ine the 

reaso nable useful lifetim e o f equipm ent 

but in no  case can it be less than 5 years. 

Com putatio n is based  on w hen the 

equipm ent is d elivered  to  the 
beneficiary , no t the age o f the 
equipm ent.

(2) If the beneficiary  elects to obtain 

rep lacem ent equipm ent, paym ent is 

mad e on a purchase basis.

§ 414.220 I n e x p e n s i v e  o r  r o u t i n e l y  

p u r c h a s e d  i t e m s .

(a) De f init ions .

(1) Ine xpensive  e quipment  means 

equipm ent w ho se average purchase 
p rice d id  no t exceed  $150 d uring the 

period  July  1986 through June 1987.

(2) Rou t ine ly purcha se d  e quipment  
m eans equipm ent that w as acquired  by 

purchase o n a natio nal basis at least 75 

p ercent o f the tim e d uring the period  

July  1986 through June 1987.
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(b) Pa yment  rules. (1) Subject to  the 

lim itatio n in paragraph (b)(2) o f  tins 

sectio n, paym ent fo r inexp ensiv e o r 
ro utinely  purchased  item s is  m ad e on a 

rental basis o r in a lum p-sum  am ount 
for p urchase o f  dm item  based  o n the 
ap p licable fee sched ule am o unt.

(2) The to tal am o unt o f  paym ents 
made for an item  may no t exceed  the fee 

sched ule am o unt reco gnized  fo r the 

purchase o f  that item .
(c) Fee  schedule  a m oun t  f o r  1 989  a nd  

1990. The foe sched ule am o unt fo r 

paym ent o f  p urchase o r rental o f  

inexpensiv e o r ro utinely  purchased  

item s furnished  in 1989  and  1990 is the 
lo cal paym ent amo unt d eterm ined  as 

fo llow s:
(1) The carrier d eterm ines the av e rse  

reaso nable charge for inexp ensiv e o r 

ro utinely  purchased  item s that w ere 
furnished  d uring the perio d  July  1 ,1988 

through June 30,1987 based  o n the 
mean o f the carrier’s allo w ed  charges for 

the item . A  separate d eterm inatio n o f  an 

average reaso nable charge is mad e for 

rental equipm ent, new  purchased  

equ ip m ent and used  purchased  

equipm ent.
(2) The carrier ad justs the amo unt 

d eterm ined  und er paragraph (c)(1) o f 
this sectio n by  the change in  the level 

o f the C PI-U  fo r the 6-m o nth perio d  
end ing Decem ber 1987.

(d) Upda t ing the  loca l pa ym ent  
amounts f o r  ye a rs a f te r 1990. Fo r each 

year subsequent to  1990, the lo cal 

paym ent am o unts o f  the preced ing year 
are increased  o r d ecreased  by  the 

covered  item  upd ate. Fo r 1991 and 
1992, the co vered  item  update is 

red uced  by 1 percentage po int.
(e) Ca lcu la t ing the  fee  schedule  

amounts f o r  yea rs a f te r 1990. Fo r years 

after 1990, the fee sched ule am ounts are 

equal to  the natio nal lim ited  paym ent 

amount.
(f) Ca lcu la t ing the  na t iona l l im ite d  

pa yment  amount . The natio nal lim ited  
payment am o unt is co m p uted  as 

fo llo w s:
(1) The 1991 natio nal lim ited  

paym ent am o unt is equal to:
(i) 100 percent o f  the lo cal paym ent 

amo unt if  the lo cal paym ent am o unt is 

neither greater than the w eighted 
average no r less than 85 percent o f the 

w eighted  average o f  all fo cal payment 

am ounts;
(ii) The sum  o f 67 percent o f  the lo cal 

payment am o unt p lus 33 p ercent o f the 

w eighted average o f  all lo cal paym ent 
am ounts if  the lo cal paym ent am o unt 

exceed s the w eighted  average o f  all lo cal 

payment am o unts; o r
(lit) The sum  o f  67 p ercent o f  the lo cal 

paym ent am o unt p lus 33 percent o f  85 

percent o f the w eighted  average o f all 

lo cal paym ent am o unts if  the lo cal

paym ent amo unt is less than 8 5  p ercent 

o f the w eighted  average o f «11 lo ad  
paym ent amounts.

(2) The 1992 natio nal lim ited  

payment am o unt is equal to :
(i) 100 percent o f  the lo cal payment 

amount it the lo cal paym ent amount is 
neither greater than the w eighted  

average no r less then 85 p ercent o f the 
w eighted  average o f  all fo cal payment 

am ounts;
(ii) The sum o f 33 percent o f  the lo cal 

paym ent amo unt p lus 67 p ercent o f th e  

w eighted  average o f all lo cal paym ent 

am ounts i f  the lo cal paym ent am ount 

exceed s the w eighted  average; or
(ill) H ie  sum o f 33 p ercent o f  the lo cal 

paym ent am o unt p lus 6 7  percent o f 85 
percent o f th e  w eighted  average o f all 
lo cal paym ent am ounts i f  d ie lo cal 

paym ent am o unt is less than 85 p ercent 
o f  the w eighted  average.

(3) Fo r 1993 and  subsequent years, the 
natio nal lim ited  paym ent amount is 

equal to :
(!) 190 percent o f the lo cal paym ent 

am ount if  the lo cal paym ent am ount is 

neither greater than the w eighted  

average no r less than 85 percent o f the 

w eighted  average o f  a ll fo cal paym ent 

am ounts;
fii)  190 p ercent o f  the w eighted 

average o f all fo cal payment am o unts if  

the lo cal payment amo unt exceed s the 
w eighted average o f all fo cal paym ent 

am ounts; or
(iii) 85 percent o f the w eighted  

average o f all lo cal paym ent am o unts if  

the lo cal paym ent am o unt is less than 
85 percent o f the w eighted average o f  all 

lo cal paym ent am o unts.

§  4 4 4 .2 2 2  I t e m s  r e q u i r i n g  f r e q u e n t  a n d  

s u b s t a n t i a l  s e r v i c i n g .

(a) De f init ion. Item s requiring 

frequent and  substantial serv icing in 
order to  avo id  risk to  the beneficiary ’s 

health are the fo llo w ing:
(1) Ventilato rs
(2) A spirators.
(3) Co ntinuo us and interm ittent 

po sitive pressure breathing  m achines.
( 4 )  N ebulizers.
(5) Co ntinuo us passive m otio n 

m achines.
(6) O ther item s sp ecified  in HCFA 

program instructio ns.
(7) O ther item s id entified  by the 

carrier.
(b) Pa yment  rule . Rental paym ents for

item s requiring frequent and substantial 

serv icing are mad e o n a m o nthly  basis, 

and co ntinue until m ed ical necessity  

ends. '
(c) Fee  schedule  a m oun t  f o r  1 989  a nd  

1990. The fee sched ule am o unt for item s 

requiring frequent and substantial 

serv icing is the lo cal paym ent am o unt 

d eterm ined as fo llow s:

(1) The carrier d eterm ines the average 

reaso nable charge fo r rental o f item s 
requiring frequent and substantial 
serv icing that w ere furnished  d uring the 

period  July  1 ,1986  thro ugh June 30, 
1987 based  on the m ean o f the carrier’ s 
allo w ed  charg es fo r the item .

(2) The carrier ad justs the am o unts 
d eterm ined  und er paragraph (c)(1) o f  

this sectio n b y  the chang e in  the level 

o f the  C PW J fo r the 6-m o nth period  

end ing Decem ber 1987.
(d) Upda t ing the  f e e  schedule  

amounts f o r  yea rs a f te r 1990 . Fo r years 

after 1990, the fee sched ules are 
d eterm ined  using the metho d olo gy 
co ntained  in  paragraphs fd ), fe), and  (f) 

o f § 414.220.

$ 4 1 4 ,2 2 6  O x y g e n  a n d  o x y g e n  equipment 

(a) Pa yme nt  rules. (1) Paym ent fo r 
rental o f  o xygen equip m ent and

E
urchase o f  o xygen co ntents is made 

ased  on a m o nthly  fee sched ule 

am ount.
(2) M o nthly  Tee sched u le paym ents 

co ntinue until m ed ical necessity  ends.
(b) M on th ly fe e  schedule  amount. (1) 

M o nthly  fee sched ule am o unts are 

separately  calculated  fo r the fo llo w ing 

items:
(i) Statio nary  o xygen equip m ent and 

oxygen co ntents (statio nary and po rtable 

oxygen co ntents).
(ii) Po rtable o xygen equip m ent o nly ,
(iii) Statio nary  and po rtable oxygen 

co ntents o nly .
(iv) Po rtable oxygen co ntents only .
(2) Fo r 1989 and  1990, the m o nthly  

fee sched ule am o unts are the fo cal 
paym ent am o unts d eterm ined  as 

fo llo w s:
(i) The carrier d eterm ines the base 

lo cal average m o nthly  paym ent rate 

equal to  the to tal reaso nable charges for 

the item  fo r the 12-m o nth perio d  end ing 

Decem ber 1986 d iv id ed  by  the to tal 

num ber o f m o nths fo r ail benefid aries 

receiv ing the item  for the sam e perio d .
In d eterm ining  the lo cal average 
m o nthly  paym ent rate, the fo llo w ing 

lim itatio ns apply :
(A) Purchase charges for o xygen 

system s are no t includ ed  as Hems 

classified  und er paragraph (b )(l)(i) o f 

this sectio n.
(B) Purchase charg es fo r po rtable 

equipm ent are no t includ ed  as Hems 

classified  und er paragraph (bJUH ii) o f 
this sectio n.

(ii) The carrier d eterm ines the lo cal 
m o nthly  paym ent am o unt eq u al to 9.95 

tim es the base lo cal average m o nthly  

payment am o unt ad justed  by  the change 

in the CPI—U fo r the six-m o nth period  

end ing Decem ber 1987.
(3) Fo r years after 1990, the fee 

sched ule am o unts are d eterm ined  using 
the m etho do lo gy 'Contained in  § 414.220

(d). (e), and (f).
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(c) App lica t ion  o f  m on th ly fee  

schedule  amounts. (1) The fee sched ule 
amo unt for item s d escribed  in paragraph
(b )(l)(i) of  this sectio n is paid  w hen the 

beneficiary  rents a statio nary oxygen 
system.

(2) Subject to  the lim itatio n set forth 

in paragraph (d)(2) o f this sectio n, the 

fee sched ule am o unt fo r item s d escribed  

in paragraph (b )(l)(ii) o f  this sectio n is 

paid  w hen the beneficiary  rents a 

portable o xygen system .

(3) The fee sched ule am o unt fo r item s 

d escribed  in paragraph (b )(l)(iii) o f  this 
sectio n is paid  w hen the beneficiary  

o w ns a statio nary gaseous o r liquid  
oxygen system .

(4) The fee sched ule am o unt for item s 

d escribed  in paragraph (b )(l)(iv ) o f this 
sectio n is paid  w hen the beneficiary  

o w ns o r rents a po rtable gaseo us o r 

po rtable liquid  o xygen system  and uses 
either a statio nary o xygen co ncentrato r 

or no  statio nary o xygen system.

(d) Volume  a djustments: (1) The fee 
sched ule am o unt fo r an item  d escribed  

in paragraph (b )(l)(i) o f  this sectio n is 

ad justed  as fo llo w s:

(1) If the attend ing physician 

prescribes an o xygen flo w  rate 

exceed ing  four liters per m inute, the fee 

sched ule am o unt is increased  by 50 
percent, subject to  the lim it in 
paragraph (d )(2) o f this sectio n.

(ii) If the attend ing physician 

prescribes an oxygen flo w  rate o f less 

than o ne liter p er m inute, the fee 

sched ule am o unt is d ecreased  by  50 
percent.

(2) If po rtable oxygen equipm ent is 

used  and  the prescribed  o xygen flo w  

rate exceed s four liters per m inute, the 

to tal fee sched ule am o unt reco gnized  for 

payment is lim ited  to  the higher of—

(i) The sum  o f the m o nthly  fee 

sched ule am o unt for the item s d escribed  
in paragraphs (b)(1) (i) and  (ii) o f  this 
sectio n; or

(ii) T h e  ad ju s te d  f ee sch e d u l e  am o u n t 

d e scrib ed  in  p arag rap h  (d )( l ) ( i )  o f  th is  

s ectio n .

(3) In establishing the vo lum e 

ad justm ent for tho se beneficiaries 
w hose p hysicians prescribe varying 

flow  rates, the fo llo w ing rules app ly :

(i) If the prescribed  flo w  rate is 

d ifferent for statio nary  oxygen 

equipm ent than fo r po rtable o xygen 

equipm ent, the flo w  rate fo r the 

statio nary equipm ent is used .

(ii) If the prescribed  flo w  rate is 

d ifferent for the patient at rest than for 

the patient at exercise, the flo w  rate for 

the patient at rest is used .

(iii) If the prescribed  flo w  rate is 

d ifferent fo r nighttim e use and  d aytim e 

use, the average o f the tw o  flo w  rates is 
used .

$  4 1 4 .2 2 8  P ro s t h e t ic  a n d  o rt h o t ic  d e v ic e s .

(a) Pa yment  rule . Paym ent is made on 
a lump-sum basis fo r pro sthetic and 

o rtho tic d ev ices subject to  this subpart.
(b) Fee  schedule  amounts. The fee 

sched ule amo unt for pro sthetic and 

o rtho tic d ev ices is d eterm ined  as 
fo llo w s:

(1) The carrier d eterm ines a base lo cal 

purchase price equal to  the average 

reaso nable charge for item s purchased  
d uring the perio d  July  1 ,1986 through 

June 30,1987 based  o n the m ean o f the 

carriers allo w ed  charges for the item .
(2) The carrier d eterm ines a lo cal 

purchase price equal to  the fo llo w ing:
(i) Fo r 1989 ana 1990, the base lo cal 

purchase price is ad justed  by the change 

in the level o f the (3*1-11 for the 6- 
m o nth period  end ing Decem ber 1987.

(ii) Fo r 1991 thro ugh 1993, the lo cal 

purchase p rice for the preced ing year is 

ad justed  by  the ap p licable percentage 

increase for the year. The ap p licable 

percentage increase is equal to  0 percent 

for 1991 and  fo r subsequent years, is 
equal to  the percentage increase in the 

.CPI-U for the 12-m o nth perio d  end ing 

w ith June o f the prev io us year.
(3) HCFA d eterm ines the regio nal 

purchase price equal to the fo llo w ing:
(i) Fo r 1992, the average (w eighted by 

the relative vo lum e o f all claim s among 
carriers) o f the lo cal purchase p rices for 
the carriers in the region.

(ii) Fo r 1993 and subsequent years, 

the regional purchase price for the 

preced ing year ad justed  by the 

ap p licable percentage increase for the 
year.

(4) HCFA d eterm ines a purchase price 
equal to  the fo llo w ing:

(i) Fo r 1989,1990 and 1991,100 

p ercent o f the lo cal purchase price.
(ii) Fo r 1992, 75 percent o f the lo cal 

purchase price p lus 25 percent o f the 

regio nal purchase price.
(iii) Fo r 1993, 50 percent o f the lo cal 

purchase price p lus 50 p ercent o f the 

regional purchase price.
(iv) Fo r 1994 ana subsequent years, 

100 percent o f the regional purchase 
price.

(5) Fo r 1992 and subsequent years, 

HCFA d eterm ines a natio nal average 

purchase price equal to  the unw eighted  

average o f the purchase prices 

d eterm ined  und er paragraph (b)(4) o f 

this sectio n for all carriers.
(6) HCFA  d eterm ines the fee sched ule 

am o unt equal to  100 percent o f the 

purchase price d eterm ined  und er 

paragraph (b)(4) o f this sectio n, subject 

to  the fo llo w ing lim itatio ns:
(i) Fo r 1992, the am ount canno t be 

greater than 125 percent no r less than 85 

p ercent o f  the natio nal average purchase 

price d eterm ined  und er paragraph (b)(5) 
o f this sectio n.

(ii) Fo r 1993 and subsequent years, 
the am o unt canno t be greater than 120 
percent o f the natio nal average no r less 

than 90 percent o f the natio nal average 

purchase price d eterm ined  und er 

paragraph (b)(5) o f this sectio n.

$ 4 1 4 .2 2 9  O t h e r  d u ra b le  m e d ica l  

e q u ip m e n t — C a p p e d  re n t a l i t e m s .

(a) Gene ra l pa ym e nt  rule . S u b ject to  

th e  l im itatio n  se t f o rth  in  p arag rap h  (b) 

o f  th is  s e ctio n , p ay m e n t is  m ad e o n  a 

re n tal  o r p u rch as e  o p tio n  b asis  fo r o th e r 

d u rab le  m e d ical  e q u ip m e n t th at is n o t 

su b je ct to  th e  p ay m e n t p ro v is io n s  set 

f o rth  in  § § 414.220 th ro u g h  414.228.
(b) Fee  schedule  amounts f o r  renta l. 

(1) Fo r 1989 and 1990, the m o nthly  fee 

sched ule amo unt for rental o f o ther 

co vered  d urable m ed ical equipm ent 
equals 10 percent o f the purchase price 

reco gnized  as d eterm ined  und er 

paragraph (c) o f this sectio n subject to  

the fo llo w ing lim itatio n: Fo r 1989 and  

1990, the fee sched ule am o unt canno t 

be greater than 115 p ercent no r less than 
85 percent o f the prevailing charge, as 

d eterm ined  und er § 405.504 o f this 

chapter, established  for rental o f the 

item  in January 1987, as ad justed  by the 

change in the lev el o f the C PI-U  for the 
6-m o nth perio d  end ing Decem ber 1987.

(2) Fo r 1991 and subsequent years, the 
m o nthly  fee sched ule am o unt for rental 
o f o ther co vered  d urable m ed ical 
equipm ent equals 10 p ercent o f the 
purchase price reco gnized  as 
d eterm ined  und er paragraph (c) o f this 
sectio n fo r each o f the first 3 m o nths 
and  7.5 p ercent o f the purchase price for 
each o f d ie rem aining m onths.

(c)  De te rm ina t ion o f  purcha se  price . 

T h e  p u rch as e  p rice  o f  o th e r co v e re d  
d u rab le  m e d ical  eq u ip m en t is 
d e te rm in e d  as  f o l lo w s:

(1) Fo r 1989  a nd  1990. (i) The carrier 
d eterm ines a base lo cal purchase p rice 
am o unt equal to  the average o f the 
purchase p rices subm itted  on an 
assignm ent-related  basis o f new  item s 
supp lied  d uring the 6-m o nth perio d  
end ing D ecem ber 1986.

(ii) T h e  p u rch as e  p rice  is  eq u al  to  th e  
b ase  lo cal  p u rch as e  p rice  ad ju ste d  b y  
th e  ch an g e  in  th e  lev e l  o f  th e  C P I - U  fo r 
th e  6 - m o n th  p e rio d  e n d in g  D ece m b e r 
1987.

(2) Fo r 1991. (i) The lo cal payment 
am o unt is the purchase price for the 
preced ing year ad justed  by the co vered  
item  update for 1991 and  d ecreased  by 
the percentage by  w hich the average o f 
the reaso nable charges fo r claim s paid  
for all o ther item s d escribed  in
§ 414.229, is lo w er than the average o f 
the purchase p rices subm itted  for such 
item s d uring the final 9 m o nths o f 1988.

(ii) The purchase p rice for 1991 is the 
natio nal lim ited  paym ent am o unt as
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d eterm ined  using the m ethod ology 

co ntained  in  § 414.220(f).

(3) Fo r yea rs a f te r 1991. The purchase 

price is d eterm ined  using the 
method olo gy co ntained  is  paragraphs

(d) and (e) o f  § 414.220.

(d) Purcha se  opt ion. Sup p liers m ust 

o ffer a purchase o ptio n to  beneficiaries 

d uring the 10th co ntinuo ns rental 
mo nth and, fo r po w er-d riven 

w heelchairs, the purchase o p tio n m ust 

also  be m ad e av ailable at the tim e the 

equipm ent is  in itially  furnished .

(1) Sup p liers m ust o ffer beneficiaries 

the o ptio n o f  purchasing pow er-d riven 
w heelchairs at the tim e the sup p lier first 

furnishes the item. Paym ent m ust b e  o n 

a lump-sum fee sched ule p urchase basis 

if  the beneficiary  cho o ses the p urchase 

o ptio n. The p urchase fee is the am o unt 

established  in  § 414.229(c).

(2) Sup p liers m ust o ffer benefic iaries 

the o p tio n o f co nverting  capped  rental 

item s (includ ing  po w er-driven 

w heelchairs no t purchased  w hen 

initially  furnished ) to  purchased  

equipm ent d uring their 10th co ntinuo us 
rental m onth. Beneficiaries have o ne 

mo nth from the d ate the supp lier m akes 

the o ffer to  accep t the purchase o ptio n.

(1) i f  the beneficiary  d o es no t accep t 

the purchase o p tio n, paym ent co ntinues 
on a rental basis no t to  exceed  a perio d  

o f co ntinuo us use o f lo nger than 15 

m onths. A fter 15 m o nths o f  rental 

paym ents have been paid , the supp lier 

must co ntinue to  pro v id e the item  
w itho ut charge, o ther than a charge for 

m aintenance and  serv icing fees, until 

m ed ical necessity  end s o r M ed icare 

coverage ceases. A  perio d  o f co ntinuo us 

use is d eterm ined  und er the pro v isio ns 

in § 414.230.

(ii) If the beneficiary  accep ts the 

purchase o ptio n, paym ent co ntinues on 

a rental basis no t to  exceed  a perio d  o f 

co ntinuo us use o f lo nger than 13 
m onths. O n the first day after 13 

co ntinuo us rental m o nths d uring w hich 

payment is m ad e, the supp lier m ust 

transfer title to  the equipm ent to  the 

beneficiary.

(e) Pa yment  f o r  ma inte na nce  a nd  

se rvicing. (1) The carrier establishes a 

reaso nable fee for m aintenance and  

serv icing fo r each rented  item  o f o ther 

d urable m ed ical equip m ent. The fee 

may no t exceed  10 percent o f  the 

purchase p rice reco gnized  as 
d eterm ined  und er paragraph (c) o f  this 

sectio n.

(2) Paym ent o f  the fee for 

m aintenance and serv icing o f o ther 

d urable m ed ical equip m ent that is 

rented  is m ad e o nly  fo r equipment that 

co ntinues to  be used  after 15 m o nths o f  

rental payments have been mad e and  is 

lim ited  to  the fo llo w ing :

©  Fa r  the first 6-morrth perio d , no  

paym ents are to  be made.
(ii) Fo r each succeed ing thrao nth 

perio d , paym ent may be m ade d uring  

the first mo nth o f  that period .
(3) Paym ent fo r m aintenance and  

serv icing DM E purchased  m  acco rd ance 

w ith paragraphs (d)(1) and  (d )(2)(h) o f  
this sectio n, is m ad e on the basas o f  

reaso nable and necessary  charges.
(0 Tra nsit ion  to the  fee  schedules. Fo r  

purposes o f  co m puting d ie 10-month or 

15-m o nth p erio d  o f  co ntinuo us use fo r 

o ther d urable m ed ical equip m ent, as 
d escribed  in $414.230, the carrier 
co unts the first m o nth that the 

beneficiary  co ntinuo usly  rented  the 
equipm ent w itho ut regard to  w hether 

that m o nth o ccurred  before January 1, 

1989 o r after. If a beneficiary ’s 15-m onth 

rental perio d  end s p rio r to  January 1, 
1989, n o  further purchase o r rental 

paym ents are to  be mad e excep t for 

m aintenance and serv icing o f  

equipm ent as d escr&ed  in paragraph (e) 

o f this sectio n.
(g) Repla cement o f  e quipment. If the 

item  o f equip m ent has been in  

co ntinuo us use by the parient o n either 

a rental o r  purchase basis fo r the 
equip m ent’s useful lifetim e, o r i f  the 

carrier d eterm ines that d ie item  is  lo st 

or irrepmubly damaged, the patient may 

elect to  .obtain a new  p iece o f 

equipm ent.
(1) The reaso nable useful lifetim e o f 

DME o r p ro sthetic and  o rtho tic d ev ices 

is d eterm ined  through program 

instructio ns. In the absence o f  program 

instructio ns, carriers may d eterm ine the 

reaso nable useful lifetim e o f equipm ent 

but in no  case can it b e  less than 5 years. 

Computatio n is bared  o n w hen d ie 

equipm ent is d eli vered  to  the 

beneficiary , no t the age o f the 
equipm ent.

(2) If the beneficiary  elects to  o btain 

rep lacem ent equip m ent, p aym ent is 

mad e o n a rental or purchase basis in  

acco rd ance w ith paragraph (a) o f  this 

sectio n o r on a lump-sum purchase 
basis i f  a purchase agreement had  been 

entered  into  in acco rd ance w ith 

paragraph (d ) o f  th is sectio n.

$ 4 1 4 .2 8 2  S p e c i a l  p a y m e n t  r u l e s  f o r  

t r a n s c u t a n e o u s  e l e c t r i c a l  n e r v e  s t i m u l a t o r s  

( T E N S ) .

(a) Gene ra l pa yment  rule . Excep t as 
pro vided in  paragraph (b) o f  d ûs 

sectio n, paym ent fo r TEN S is  on a 

purchase basis w ith the purchase p rice 

d eterm ined  using the m etho d o lo gy for 

purchase o f  inexpensiv e o r ro utinely  

purchased  item s as d escribed  in  
§ 414.220. Effectiv e fo r TEN S furnished  

on o r after A pril 1 .1 9 9 0 , the paym ent 
am o unt co m puted  in $ 414.220(c)(2) is 

red uced  by  15 percent. Effectiv e January

1,1991, the paym ent amo unt is further 

red uced  by an ad d itio nal 15 p ercent 
(b) Except ion . In o rd er to  perm it an 

attend ing p hysician tim e to  d eterm ine 

w hether the p urchase o f the TEN S is 

m ed ically  appro priate for a particular 

p atient tw o  m o nths o f rental paym ents 

may be mad e in ad d itio n to  the 

purchase p rice. The rental paym ents are 

equal to  19 percent o f  the purchase 

price.

(Catalog o f Fed eral Do m estic A ssistance 

Program N o . 93.774 M ed icare—  
Sup plem entary M ed ical insurance Program) 

Dated: Ju ly  13,1992 .

W i l l i a m  Teb y ,

A c tin g  A dm in istrato r , H ealth  ’C are  F in an c in g  

A dm in istratio n .

A pproved : A ugust 7,1992.

L o u i s  W .  S u l l i v a n ,

S ec re tary .

(FR Doc. 92-29437 Filed  1 2 -4 -92 ; 8:45 am] 
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D E P A R T M E N T  O F  C O M M E R C E

N a t i o n a l  O c e a n i c  a n d  A t m o s p h e r i c  

A d m i n i s t r a t i o n

50 CFR Part 675 

(D o c k e t  N o .  911172-2021]

G r o u n d f i s h  Of  Th e  B e r i n g  S e a  a n d  

A l e u t i a n  I s l a n d s  A r e a

A G E N C Y : N atio nal M arine Fisheries 

Serv ice (N M FS), NQAA , Com merce. 

A C TI O N : Change in reco rd keep ing end  

rep o tting requirem ents; chang e in  

o bserver co v erage.

S U M M A R Y : N M FS is requiring that Daily  

Pro d uctio n Rep o rts be subm itted  by 

p ro cesso r v essels and  sho resid e 
pro cessing facilities that catch  o r receiv e 

groundfish und er any  W estern A laska 

Co m m unity Develo pm ent Quota (CDQ) 
allo catio n. In ad d itio n, N M FS 
anno unces that all v essels and  sho resid e 
pro cessing facilities m ust have a N M FS 
certified  o bserver present w hen engaged 
in fishing  fo r or receiv ing  ground fish 
from CDQs, excep t catcher vessels 
d elivering o nly  unso rted  co d end s to  
o bserv ed  m o thership s. These actio ns are 
necessary  to  prevent exceed ing  each 
allo cated  CDQ.

E F F E C TI V E  D A TE S : 12 no o n, A laska lo cal 
tim e (A .l.t.), Decem ber 2 ,1992 , through 
12 m id night, A.I.T., Decem ber 31,1992. 
F O R  F U R TH E R  I N F O R M A TI O N  C O N TA C T :  

M artin Lo efflad , Reso urce M anagement 
Sp ecialist, N M FS, 907-588-7228. 
S U P P L E M E N TA R Y  I N F O R M A TI O N : The 
gro und fish fishery  in the Bering  Sea/  
A leutian Island s (BAST) exclu siv e 
eco no m ic zo ne is m anaged  by  the
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Secretary o f Co m merce acco rd ing  to  the 

Fishery M anagem ent Plan for the 
Gro undfish Fishery o f the Bering Sea 
and A leutian Island s A rea (FMP) 
prepared  by the North Pacific  Fishery  
Management Co uncil und er authority  o f 
the Magnuson Fishery Co nservatio n and 
M anagement A ct. Fishing by U.S. 
v essels is governed  by  regulatio ns 
im plem enting the FM P at 50 CFR parts 
620 and 675.

The CDQ program w as created  to help  
d evelop co m m ercial fisheries in 
co m m unities on the Bering  Sea co ast. 
Q ualifying co m m unities are assigned  a 
portion o f the o verall program 
allo catio n. Each o f these portio ns 
represents a relativ ely  sm all quo ta, 
w hich must be ind iv id ually  m onitored . 
It is exp ected  that the size o f each CDQ 
w ill result in a fishery o f sho rt duration. 
The co m binatio n o f several CDQs, each 
varying in quota amo unts and proposed 
effort, necessitates ad d itio nal reporting 
and o bserver coverage requirem ents to  
manage the fisheries effectively .

The Directo r o f the A laska Region, 
N M FS (Regional Directo r), in 
acco rd ance w ith § 675.5(c)(3)(i), is 
requiring pro cesso r v essels and 
sho resid e pro cessing facilities that 
co nd uct fishing activ ities in, or receive 
gro und fish from, any  CDQ fishery in the 
BSA I management area to subm it Daily 
Prod uctio n Repo rts in ad d itio n to  
w eekly pro cesso r reports.

Daily  Prod uctio n Repo rts must 
includ e the info rm atio n required  by 
§ 675.5(c)(3)(d ). Pro cesso rs must subm it 
the required  info rm atio n on the “ A laska 
Gro und fish Pro cesso r Daily Pro d uctio n 
Repo rt”  form av ailable in d ie 
p ro cesso rs’ reco rd keep ing reference 
m anual o r from the Regio nal Director. 
Pro cesso rs m ust transm it their 
co m pleted  Daily  Pro d uctio n Repo rts to  
the Regional Directo r by  facsim ile 
transm issio n to  num ber (907) 586-7131, 
by telepho ne v ia number (907) 5 8 6 -  
7228, o r by telex (U.S. co de) at 6 2 2 -  
9600 no  later than 12 hours after the end 
o f the day the gro und fish w as 
pro cessed . W hen all CDQ fisheries are 
co m pleted , the Regional Directo r w ill 
rescind  the requirem ent for Daily 
Prod uctio n Reports.

A s authorized  und er §§ 675.25
(c )(l)(i) and (c)(2)(i), N M FS is requiring 
that all vessels and sho resid e pro cessing 
facilities have a N M FS certified  o bserver 
present w hen engaged in fishing for or 
receiv ing groundfish from CDQs, excep t 
catcher v essels d elivering o nly  unsorted  
co d end s to observed  m o therships.

C lassificatio n

This actio n is taken und er §§ 675.5 
and 675.25 and co m p lies w ith Executiv e 
Order 12291.

The A ssistant A d m inistrato r for 
Fisheries, N OA A , find s that reaso ns 
justify ing  promulgation o f this actio n

also  make it im p racticable and contrary 
to  the p ublic  interest to  pro vid e no tice 
and o ppo rtunity  for p rio r co m m ent or to 
d elay fo r 30 d ays its effectiv e date und er 
sectio ns 553 (b) and  (d) o f the 
A d m inistrativ e Pro ced ure A ct. CDQ 
fishing effo rt w itho ut 100 percent 
o bserver co verage and Daily  Pro ductio n 
Repo rts co uld  result in exceed ing  the 
ind iv id ual CDQ allo tm ents.

The co llectio n-o f-info rm atio n 
requirem ent co ntained  in this no tice 
w as approved by the O ffice o f 
M anagement and Bud get (OMB) as a 
rev isio n to  O M B No. 0648-213 (56 FR 
9636; M arch 7,1991).

List o f  Subjects in 50 CFR Part 675

Fisheries, Reporting and 
reco rd keep ing requirem ents.

A utho rity : 16 U.S.C. 1801 e t s e q .

Dated: Decem bér 1,1992.

David S. Crestin,

A c tin g  D irec to r, O ffic e  o f  F is h e r ie s  
C on serv ation  an d  M an ag em en t, N at io n al 
M arin e F is h e r ie s  S erv ic e .

[FR Doc. 92-29534 Filed  12-1 -92 ; 4:52 pm)
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